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Foreword

Tetsuo Ihara 
President, Japan Council for Quality Health Care

The Japan Council for Quality Health Care undertakes a variety of initiatives, such as the evaluation of hospital 
functions, with the objective of providing third-party accreditation of medical institutions and supporting 
the provision of high-quality medical services by medical institutions, in order to improve the quality of 
medical care and ensure that the populace have confidence in it. Today, what is expected of health care is 
becoming more advanced and diverse, so we are aware that providing the public with accurate information 
concerning medical care provision and promoting and securing the provision of high-quality medical care is 
an increasingly important task. Moreover, amidst this situation in Japan, we believe that the JCQHC should 
play a major role in this.

Since 2004 the Division of Adverse Event Prevention has been implementing the Project to Collect Medical 
Near-miss/Adverse Event Information, which gathers information about medical adverse events and medical 
near-miss events, with the aim of preventing medical adverse events and promoting safety in medical care; 
the information gathered about medical adverse events is compiled into quarterly reports, along with the total 
figures for the events and an analysis thereof, and published as regular quarterly reports and annual reports 
available to a wide range of individuals and organizations in society, including medical professionals, the public 
and government bodies, as well as being sent out by fax about once a month as Medical Safety Information. 
As of the end of 2011, we have issued sixty-one Medical Safety Information bulletins. I would like to express 
my deepest gratitude to the medical institutions and other parties which provide ongoing cooperation with our 
project, through such endeavors as providing medical near-miss and adverse event information.

We are now publishing the 2011 Annual Report, which was compiled based on the content of previously-
published quarterly reports. In addition to totals for the year concerning medical near-miss/adverse event 
information, this report carries a large quantity of information that is useful in promoting safety in medical 
care, such as an overview of surveys conducted to ascertain the actual situation on the ground, analyses of 
individual themes, details of Medical Adverse Event Information to Be Shared, and an overview of workshops 
held and materials relating to these; accordingly, we hope that this Annual Report will be of use to those 
working on the front line of medical care, as well as helping the public to gain a deeper understanding of the 
current status of medical safety initiatives in Japan.

Hitherto, we have received a great deal of feedback concerning our quarterly reports, in terms of inquiries 
and media coverage relating to the numbers of medical adverse events and the details thereof; as such, we are 
aware that public concern about the promotion of medical safety and the prevention of medical adverse events 
is still high. We would like to strive to further enhance the content of our quarterly reports, in order to continue 
to provide useful information to everyone, so we would greatly appreciate any guidance that you can provide.

In addition, in order to improve the level of medical care in Japan, we at the JCQHC would like to do our 
utmost to improve the quality of medical care and ensure that the populace has confidence in it, through such 
projects as the Hospital Accreditation, so we would be most grateful for your continued understanding and 
cooperation.
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On Issuing the 2011 Annual Report

Kikuo Nomoto 
Director, Japan Council for Quality Health Care

Seven years have passed since the Project to Collect Medical Near-miss/Adverse Event Information began. 
During that time, I believe that there have been major changes in the reaction to this project on the part of 
medical institutions. When the project first began, I recall that there were many medical institutions which 
felt anxious because they did not know how the examples reported would be used. However, the number of 
requests to provide the information gathered in a format that is easier to report has been increasing of late, 
which we perceive to be a big change compared with the situation at the outset of the project. As a result, as 
you are all doubtless aware, as well as gradually improving the quality of the content of the quarterly reports 
and annual reports, we are providing Medical Safety Information and have started to provide information 
via our website, as will be discussed later. By using this information to give back useful information to the 
medical institutions that are kind enough to participate, it becomes possible to gain an understanding of types 
of medical adverse event that some institutions have not yet experienced, thereby facilitating the prevention of 
medical adverse events in concrete terms.

This project is based on the wide-ranging medical near-miss/adverse event information gathered with the 
cooperation of many medical institutions. I would like to express my heartfelt gratitude to everyone at the 
medical institutions that are participating in this project for their support and cooperation in the smooth 
running of this project, which was the first such initiative in Japan when it began. Moreover, in order to enable 
us to give back even more enhanced information to medical institutions across the country and the wider 
public, we would like to request that you continue to provide appropriate reports in the event that a medical 
near-miss/adverse event within the scope of this report occurs.

The 2011 Annual Report has been created by compiling quarterly reports that have already been published 
in the previous year. The content of this Annual Report has basically been constructed from the content of 
the quarterly reports that have already been published, and includes tabulation based on previously published 
reporting dates; however, the tabulation of medical adverse events according to the date on which an event 
occurred or the occurrence of an event was reported is also included, as is additional data concerning medical 
institutions that are voluntarily participating in the project. Moreover, an enhanced summary of on-site visits 
conducted as part of the “Collection of Follow-Up Information on Medical Adverse Events” initiative is also 
included. Furthermore, this Annual Report also carries an analysis of 11 individual themes, information 
about 13 cases of the recurrence of events and occurrence of similar events, the provision of Medical Safety 
Information, and a summary of workshops. The JCQHC hopes that managers, people in charge of medical 
safety or the safe use of drugs or medical devices, and other healthcare providers at medical institutions will 
share the information provided in this Annual Report, so that it can be of assistance in the promotion of 
medical safety at individual hospitals.

In the future, the JCQHC will increase its efforts to enhance the content of project quarterly reports, in order to 
contribute to the prevention of medical adverse events and the promotion of medical safety in Japan; as such, 
we greatly appreciate your understanding and cooperation.
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About the Project to Collect Medical Near-miss/Adverse Event Information
Focusing on the Content of the 2011 Annual Report

Shin Ushiro 
Director and Manager, Division of Adverse Event Prevention

Japan Council for Quality Health Care

1. Foreword
I would like to express my deepest gratitude to everyone for your continued understanding and cooperation in 
regard to the running of this project.

Based on the project plan approved by the JCQHC Board of Directors meeting held in March 2011, the project 
has been run during FY2011 with a core focus on 1) the collection, analysis and provision of medical near-
miss/adverse event information (Quarterly reports, the Annual Report, and Medical Safety Information) and 2) 
training relating to medical safety. Moreover, taking the opportunity offered by the commencement of the new 
report system in January 2010, there was continued participation, as well as new participation by registered 
medical institutions; as of the end of 2011, 1,275 institutions were participating, a figure that had risen to 
1,289 at the time of writing. In the future, we will continue to strive to increase the number of registered 
medical institutions and the number of events reported by creating an environment that makes it easier to 
report such events. In conjunction with this quantitative expansion, it is also necessary to achieve qualitative 
improvements, by such means as enhancing the content of the reports, so in addition to holding workshops, 
the JCQHC has made written inquiries about examples of events, as well as implementing on-site visits with 
the cooperation of medical institutions. We would like to gain an understanding of the fundamental causes of 
medical adverse events and medical near-miss events, and present these as issues that are faced by the whole 
of the medical community, so we would greatly appreciate your cooperation in this endeavor.

We are hereby pleased to publish our 2011 Annual Report, which summarizes the medical near-miss/adverse 
event information reported between January and December 2011. This annual report mainly covers the 
contents of past quarterly reports; we hope that staff at medical institutions, particularly the staff in charge of 
safety management, will review this report thoroughly and share the parts which are most useful and relevant 
to the actual situation in each individual medical institution.

Moreover, the JCQHC also hopes that, by reading this annual report and viewing the homepage concerning 
this project, the general public, in their position as those receiving medical care, will gain an understanding of 
the types and specific details of medical adverse events and medical near-miss events in which adverse events 
were prevented, as well as current efforts by medical institutions and the medical community to prevent their 
recurrence.

Furthermore, we would like to take this opportunity to provide the following introduction to the Project to 
Collect Medical Near-miss/Adverse Event Information and the current status of related initiatives.

2. 2011 Project Outline
The project plan for FY2011 was approved at a March 2011 meeting of the project’s Management Committee. 
As usual, it focused on such activities as collecting, analyzing and providing medical near-miss/adverse event 
information and holding workshops.
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Figure 1 Content of the Project in FY2011

3. 2011 Annual Report

1) Figure: Breakdown of the Number of Registered Medical Institutions Participating in the 
Project 

From the 22nd Quarterly Report, diagrams that show the breakdown of the figures for registered medical 
institutions participating in the project have been added, and this Annual Report shows the number of participants 
as of the end of December last year (p.49). These show the number of medical institutions reporting medical 
adverse event information, the number of medical institutions reporting medical near-miss event information, 
and the number of registered medical institutions participating in the project, with any duplications removed. 
As of the end of 2011, the number of medical institutions participating in this project has increased slightly, to 
1,275 institutions. In addition, these diagrams show the basic content with regard to the status of participation 
in this project, and the information is updated on the website as required, in the List of Participating Medical 
Institutions (http://www.med-safe.jp/contents/register/index.html).

2) Number of Event Reports

Between January and December 2011, the JCQHC received 2,799 reports of medical adverse event information 
(p.53). With regard to the breakdown of these figures, 2,483 events were reported by medical institutions 
subject to reporting requirements, while 316 were reported by voluntarily participating medical institutions. 
These figures are in excess of the number of events reported in 2010, and are the highest figures for any 
of the Annual Reports published to date. As mentioned in previous publications, we see this as a sign that 
reporting medical adverse events has gradually become an established practice over the seven years since the 
project began. Many people have pointed out that the environment surrounding medical care is becoming more 
rigorous, so the JCQHC would like to express its heartfelt gratitude to all cooperating medical institutions 
and again encourage them to check the scope of the report described in “I–2-[1]-2 Information Reported as 
Medical Adverse Events” (p.41) and report events appropriately in order to promote medical safety in Japan.

Moreover, in January 2010, medical institutions that have chosen to participate began to report on medical 
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near-miss information, which is divided into two categories: information about the number of events occurring 
and information about examples. It was reported that 627,170 events occurred from 217,491 hospital beds 
(p.132), with information being provided about 31,549 cases from 190,114 hospital beds (p.137). Through the 
introduction of information about the number of events occurring, it is hoped that we will be able to gain more 
precise information than previously about the relationship between the occurrence of medical near-miss events 
and the number of hospital beds. 

The JCQHC is aware that it is certainly not always easy for any of the registered medical institutions 
participating in the project to identify the fact that an event that falls within the scope of the reporting 
guidelines has occurred, put together the facts of the event without omitting any vital information, compile 
these facts in a form that enables them to be reported, and continually submit high-quality reports. However, 
these institutions can expect such outcomes as an increased ability to ascertain the facts and ability to report 
them, and the reports are also useful as reference materials when a unified organizational entity - namely, a 
medical institution - is making decisions about an operating policy that attaches importance to medical safety, 
as well as explaining this to its staff. We believe that this will not only promote medical safety at individual 
medical institutions, but also contribute to raising the overall level of medical safety in Japan, so we would like 
to thank you for your continued participation in this project.

3) Number of Reported Events at Voluntarily Participating Medical Institutions

Having been quite low for many years since the start of the project, compared with the figures for medical 
institutions obliged to submit reports, the number of medical adverse events reported by voluntarily 
participating medical institutions rose to 521 in 2010, an increase of around threefold on the figures reported 
hitherto. However, the number of events declined to 316 in 2011. The number of voluntarily participating 
medical institutions rose to 609 as of the end of 2011; we believe that this demonstrates that not only medical 
institutions as a whole, but also individual physicians are cooperating in this project to promote medical safety 
nationwide, for which we are very grateful. In addition, after taking the step of participating, it is important 
to actually report relevant events. Looking at the number of reported events for 2011, it would seem that 
endeavors at this level – including those on our part – are still inadequate.

The fact that the number of events reported by medical institutions that are participating voluntarily is 
considerably lower than the number of events reported by medical institutions obliged to submit reports 
appears to indicate a difference in awareness of reporting, and this has been pointed out at meetings of the 
project’s Management Committee. Moreover, when asked to give lectures, I always explain this point and 
ask those in attendance to provide their cooperation in this regard. At the same time, I also explain that 
once adequate motivation to report medical adverse event information to an external body develops within 
medical institutions and the medical community as a whole, we will see not only an increase in the number of 
reported events, but also the reporting of high-quality information about such events. In other words, I do not 
believe that anything will be achieved by the state unnecessarily expanding the obligation to submit reports 
or imposing penalties, because of an undue perception that the low number of reported events constitutes a 
problem.

The number of reported medical adverse events is considered to be one indication that the willingness of 
the medical community to actively promote medical safety is being evaluated. The fact that there is such a 
large disparity between the figures for medical institutions obliged to submit reports and those for medical 
institutions that are participating voluntarily would seem to suggest that the number of events reported does 
not necessarily reflect the reality of efforts to promote medical safety in everyday medical care situations. 
Accordingly, we would like to ask medical institutions that are participating voluntarily for their continued 
cooperation in providing appropriate reports of events that fall within the scope of reporting guidelines.
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Table 1 Number of Reported Medical Adverse Events

Form of 
Participation Year 2005 2006 2007 2008 2009 2010 2011

Mandatory
Number of Reports 1114 1296 1266 1440 1895 2182 2483

Number of Medical 
Institutions 272 273 273 272 273 272 273

Voluntary
Number of Reports 151 155 179 123 169 521 316

Number of Medical 
Institutions 283 300 285 272 427 578 609

4) Current Reporting Status

The section “II Current Status of Reporting” in this Annual Report carries a section that covers “Details of 
Reports from Medical Institutions Subject to Reporting Requirement (by Month of Occurrence)” (p.85 to 111), 
which is not covered in the quarterly reports. Medical institutions tend to become aware of medical adverse 
events at a somewhat later date than their actual occurrence, so we believe that these diagrams provide a 
more accurate indication of the status of the occurrence of medical adverse events. Moreover, there are also 
figures that have been tabulated in accordance with reports from medical institutions subject to reporting 
requirements and voluntarily participating medical institutions (p.113-129). As stated above, there are few 
reports from voluntarily participating medical institutions, so no figures for such institutions are published in 
the quarterly reports, but they are published in the Annual Report.

There is a tendency for there to be no major changes in the figures in many of the diagrams published in the 
report. However, irrespective of whether or not there are any changes, we believe that the role of this project 
is to present to society the current status of medical adverse events and near-miss events on an ongoing basis, 
thereby contributing to increasing the transparency of medical care.

5) Individual Theme Analysis (p.178-411)

The 11 themes listed below were taken up for analysis in 2011.

The method of setting the themes has been revised since the 18th Report, which was compiled and published 
in FY2009. We are continuing to use the conventional method of setting the themes, which involves setting 
the themes, gathering relevant examples of medical near-miss events for a set period, and then analyzing them 
before providing information about the results of the new analysis. The themes highlighted using this method 
are shown in Table 2.

Table 2 Themes for the Gathering and Analysis of Examples Over the Course of the Year 
(Prospective Analysis)

[1]  Medical Adverse Events Related to the Transmission Between Facilities, etc. of Information 
Concerning Drugs

[2] Medical Adverse Events Related to Meals

[3] Medical Adverse Events Related to Self-administered Drugs
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In addition to this, the introductions to key events taken up in the “Medical Adverse Event Information to Be 
Shared” section of the 17th Quarterly Report have been taken up in the section entitled “Status of Deliberations 
on Individual Themes” from the 18th Quarterly Report onwards, while at the same time, a broader range of 
information has been incorporated. More specifically, rather than just providing an introduction to the events, 
this section now incorporates the background to the events and introductions to information about medical 
safety both within Japan and overseas, and we have striven to provide a suitable volume of information in order 
to position these issues as themes. This section also provides new information. Those of the individual themes 
in the 2011 reports that have been taken up for the first time as a result of these revisions are shown in Table 3.

Table 3 Themes for the Analysis of Events That Occurred During the Period Under Analysis in the 
Report (Retrospective Analysis)

[1] Medical Adverse Events Related to Burns From the Tip of a Light Source Cable During Surgery

[2] Events Involving Errors in Drug Orders During Admission to the Intensive Care Unit (ICU)

[3] Events Involving Failure to Communicate the Content of the Diagnostic Imaging Report

[4] Medical Adverse Events Due to the Screen Display of Search Results When Prescribing Drugs

[5] Events Related to Dilution of Drugs in the NICU

[6]  Events Involving Accidental Administration of Methotrexate Preparation as an Antirheumatic on 
Consecutive Days

[7]  Events Involving Intravenous Injection of Drugs Meant for Continuous Infusion into the Epidural 
Space in Post-operative Patients

[8]  Events Involving Mistakes in the Insulin Unit by a Resident When Preparing and Administering 
Insulin to Patients

By taking up themes using this method and adopting a method focused on studying events retrospectively, it 
has become possible to pick up on recent key events as a theme in a timely manner.

Each theme review features such information as specific examples, the number of reported events, background 
and factor analysis using process flows and the Swiss Cheese Model, an introduction to ordering screens that 
have caused errors, and a summary of improvement measures to prevent recurrence (Figures 2-4).



- 10 -

Figure 2 Analysis of Events Involving the 
Ordering of an Ordinary Meal Without 
Adequate Evaluation, and Accidental Ingestion 
Thereof by a Patient 

Figure 3 Analysis of Events Involving the 
Selection of a 50% Glucose Solution for 
Peripheral Infusion

Figure 4 Introduction to the Ordering Screens 
Used in an Event Involving Mistaken Input of 
the Infusion Speed of a Drug for Continuous 
Infusion

6) Recurrence of Events and Occurrence of Similar Events (p.412-473)

“IV Recurrence of Events and Occurrence of Similar Events” is a section that also underwent revision in the 
18th Quarterly Report. Up until the 17th Quarterly Report, if the events and similar events published in the 
“Medical Adverse Event Information to Be Shared” section were reported once more, they were introduced as 
events under the “Medical Adverse Event Information to Be Shared, Second Report” section. It is a fact that 
similar events still occur in a number of cases, even after information about medical adverse events has been 
provided in this way, so it appears that follow-up is required. Accordingly, from the 18th Quarterly Report, a 
section entitled “Recurrence of Events and Occurrence of Similar Events” has been established, which carries 
details of the analyses carried out regarding these events. More specifically, the report picks up data from 
among the information provided in the past, and looks at the number of occurrences of similar adverse events 
and the transitions that have taken place up to this point, both before and after the provision of information; in 
addition, it provides details of specific preventive measures reported by medical institutions regarding similar 
adverse events.

  In the 2011 Annual Report, the following events have been taken up in regard to the recurrence of events and 
occurrence of similar events (Table 4).

<Ward> <Kitchen / nutrition department>

Patient Physician Nurse / 
assistant nurse

Nursing 
assistant Server Registered dietician / 

dietician
Cook / 

kitchen staff

Explanation to 
patient

Dietary order
[Details of event]

Ordered a kidney diet.
(No order for dishes 

such as soft vegetables 
or rice gruel)

Input

Dietary order 
received

Dietary order 
received

Dietary order 
checked

Problem

Problem

Problem

No 
problem

No 
problem

problem

No 
problem

Aspirated 
food

No 
problem

Counting / creation 
of meal information 

cards

Cooking order 
received

Clearing trays away

Observation of 
ingestion situation

[Details of event] Watched 
the patient take only 3 

mouthfuls, then left the room.

Cooking order 
[Details of event] No order 
for soft food or rice gruel, so 
provided cooked rice..

Cooking 
order checked 

Serving

Served [Details of event] 
Adjusted bed to about 90° and 
served meal.

[Preventative process]
There is a possibility that a meal order suitable for the 

patient could have been created if information gathering 
concerning meals had been carried out properly, by 

means such as a patient interview sheet.

Cooking

Note) The “Example of a Process Flow Related to Meals” has been created with reference to events reported to this Department.

Provision of 
information

[Details of event]
Had dementia. 

Only 3 front teeth. 
Patient interview 

sheet blank.

Meal plan [Details of event]
Had the understanding that patient was 
taking meals normally.

Ingestion  
[Details of event] 
Consumed meal.

Dietary order 
checked

[Details of event]
Did not check the 

style of meal.

[Preventative process]
There is a possibility 
that the style of meal 

could have been changed 
if details of the meals 
suitable for the patient 

had been checked when 
interviewing the patient 
to fill in details for his/
her patient interview 

sheet.

[Preventative process]
There is a possibility that 
changing the content of 

the meal could have been 
considered, if a check had 

been carried out at the 
time of serving, focusing 
on whether the meal was 
suitable for the patient’s 

condition.

[Preventative process]
There is a possibility that the nurse could have 

done something if s/he had continued to monitor 
the patient while eating and evaluated whether the 

content of the meal was suitable.

<Order Terminal Screens Used on the General Wards and in ICU>

    Order terminal screen used on the general wards            Order terminal screen used in ICU

Intending to enter the replacement cycle 
(administration time), the physician entered 
the figure 24 in the infusion rate field.

III 

Physician Pharmacist

Case 2

Administered 
to patient

Nurse

<Origin of the mistake>
Prescribed peripheral 
infusion of 50% glucose 
solution
500mL + 50% glucose 
solution
20mL 2 vials, Humulin 
R (100) 10 units

<Defensive layer>
Dispensed 
peripheral infusion 
of 50% glucose 
solution 500mL 
+ 50% glucose 
solution 20mL 2 
vials, Humulin R 
(100) 10 units

<Defensive layer>
Thought it was 
strange when mixing 
the drugs, but did 
not check
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Table 4 Content Highlighted in Recurrence of Events and Occurrence of Similar Events

[1] Drug mix-up (Medical Safety Information No.4)
[2] Blood transfusion to wrong patient (Medical Safety Information No.11) 
[3] Extravascular leakage of gabexate mesilate (Medical Safety Information No.33) 
[4] Burn caused by a bed-bath towel (Medical Safety Information No.46) 
[5]  Confusion between total product amount and content of active ingredient (Medical Safety Information 

No.9) 
[6] Magnetic material (e.g. metal products) taken in the MRI room (Medical Safety Information No.10) 
[7]  Medical adverse event information to be shared: Events relating to bed side rails and handles (13th 

Quarterly Report)
[8] Surgical fire due to the flammable by electrocautery (Medical Safety Information No.34) 
[9] Medical adverse event information to be shared: Facility management (11st Quarterly Report)
[10]  Medical adverse event information to be shared: Event relating to intraocular lenses (15th Quarterly 

Report)
[11] Burn during assisted bathing (Medical Safety Information No.5) 
[12] Failure to resume ventilator without releasing “standby” mode (Medical Safety Information No.37) 
[13] Accidental ingestion of PTP sheets  (Medical Safety Information No.57)

Moreover, this section contains details of recurrent and similar events reported in 2011, as well as figures for 
the number of such reports received.

Figure 5 Content of Recurrent and Similar Events Reported in 2011 and the Number of Reported 
Events

Summary
Number of events

Source
25th 26th 27th 28th

Misconception of insulin content 0 0 1 2 Medical Safety Information No.1 (December 2006)

Drug mix-up 3 2 1 0 Medical Safety Information No.4 (March 2007)

Burn during assisted bathing 1 1 1 1 Medical Safety Information No.5 (April 2007)

Transfusion leakage in pediatric patients 2 2 3 2 Medical Safety Information No.7 (June 2007)
Wrong site surgery (right/left)
Wrong site surgery (right/left) (2nd Follow-up Report) 0 0 4 0 Medical Safety Information No.8 (July 2007)

Medical Safety Information No.50 (August 2011)
Confusion between total product amount and content of 
active ingredient 0 1 0 3 Medical Safety Information No.9 (August 2007)

Magnetic material (e.g. metal products) taken in the 
MRI room 2 2 1 1 Medical Safety Information No.10 (September 2007)

Blood transfusion to wrong patient 1 0 0 2 Medical Safety Information No.11 (October 2007)

Failure to check of infusion pump flow 0 0 1 0 Medical Safety Information No.13 (December 2007)

Tubing (catheter/drain) misconnections 2 3 0 0 Medical Safety Information No.14 (January 2008)

Wrong pick-up of syringe containing drug 2 1 0 0 Medical Safety Information No.15  (February 2008)

Burn during use of a hot water bottle 0 1 0 0 Medical Safety Information No.17 (April 2008)

Use of unsterile medical supplies 0 2 0 1 Medical Safety Information No.19 (June 2008)

Failure to transmit an alteration of instruction 1 0 1 2 Medical Safety Information No.20   (July 2008)

Wrong prescription related to chemotherapy protocol 1 0 1 0 Medical Safety Information No.22 (September 2008)
Wrong input of units on computerized prescription 
order entry system 1 1 0 0 Medical Safety Information No.23 (October 2008)

Tubing misconnection of ventilator circuit 0 0 1 0 Medical Safety Information No.24  (November 2008)

Wrong dosage of drug due to incomplete verbal instruction 0 2 2 0 Medical Safety Information No.27  (February 2009)
Administration of 10 times proper dosage to pediatric 
patients 1 1 0 0 Medical Safety Information No.29 (April 2009)

Administration of allergic drug to patient with previous 
known allergy history 3 2 0 0 Medical Safety Information No.30  (May 2009)

Extravascular leakage of gabexate mesilate 3 1 1 0 Medical Safety Information No.33 (August 2009)

Surgical fire due to the flammable by electrocautery 0 0 1 0 Medical Safety Information No.34 (September 2009)
Failure to release “standby” mode when resuming 
ventilation 0 0 0 1 Medical Safety Information No.37  (December 2009)

Insufficient confirmation of medicines brought in at 
hospitalization 2 3 1 2 Medical Safety Information No.39  (February 2010)

Reception error of patient's ECG waveform in central 
monitoring system 2 0 0 0 Medical Safety Information No.42  (May 2010)

Burn caused by a bed-bath towel 2 0 0 1 Medical Safety Information No.46 (September 2010)

Mix-up of the tooth extraction site 0 3 4 0 Medical Safety Information No.47 (October 2010)

Failure to check oxygen remaining 1 0 0 0 Medical Safety Information No.48  (November 2010)
Insufficient knowledge of the administration status for 
warfarin potassium and blood coagulability 0 1 0 1 Medical Safety Information No.51  (February 2011)

Accidental removal of the endotracheal/tracheostomy 
tube when changing positions - 2 1 0 Medical Safety Information No.54  (May 2011)

Accidental ingestion of PTP sheets - - 2 6 Medical Safety Information No.57 (August 2011)

Rupture of the subcutaneous port and catheter - - 3 0 Medical Safety Information No.58 (September 2011)

Burns Due to Incorrect Handling of an Electrosurgical Pencil - - - 1 Medical Safety Information No.59 (October 2011)
Events resulting in rectal perforation associated with 
glycerin enema 1 0 0 0 Medical Adverse Event Information to Be Shared 

(3rd Quarterly Report)

Burns sustained during nursing care 5 3 3 4 Medical Adverse Event Information to Be Shared 
(5th Quarterly Report)

Events involving mistaken administration of a drug 
intended for another patient when administering a drug 
on which the patient's name was not written

0 0 1 0 Medical Adverse Event Information to Be Shared 
(7th Quarterly Report)

Left-right mix-up 2 0 8 0 Medical Adverse Event Information to Be Shared 
(8th Quarterly Report)

Drug mix-ups caused by similar drug appearance 1 0 1 1 Medical Adverse Event Information to Be Shared 
(9th Quarterly Report)

Summary
Number of events

Source
25th 26th 27th 28th

Events involving patient mix-up when performing a 
blood transfusion 0 0 1 0 Medical Adverse Event Information to Be Shared 

(9th Quarterly Report)

Burns (excluding burns sustained during nursing care) 5 6 7 4 Medical Adverse Event Information to Be Shared 
(9th Quarterly Report)

Double dose of drug in pediatric patients 0 0 1 0 Medical Adverse Event Information to Be Shared 
(10th Quarterly Report)

Miscommunication in conveyance of information via 
telephone 0 0 1 0 Medical Adverse Event Information to Be Shared 

(10th Quarterly Report)

The use of unsterilized medical supplies and equipment 1 0 0 0 Medical Adverse Event Information to Be Shared 
(11th Quarterly Report)

Events related to closure or disconnection of a three-
way tap 0 3 1 0 Medical Adverse Event Information to Be Shared 

(11th Quarterly Report)
Events related to beds and other objects used in patient 
care 4 0 7 4 Medical Adverse Event Information to Be Shared 

(11th Quarterly Report)

Facility management 4 4 3 4 Medical Adverse Event Information to Be Shared 
(11th Quarterly Report)

The administration of anti-tumor drugs for 
chemotherapy during non-administration days 0 1 0 0 Medical Adverse Event Information to Be Shared 

(11th Quarterly Report)

Drugs administered by the incorrect route 2 0 3 0 Medical Adverse Event Information to Be Shared 
(12th Quarterly Report)

Events in which the patient questioned something but 
the procedure continued without alteration 0 0 2 0 Medical Adverse Event Information to Be Shared 

(12th Quarterly Report)
Events involving administration of allergic drug to 
patient with previous known allergy history 0 0 2 0 Medical Adverse Event Information to Be Shared 

(12th Quarterly Report)
Events involving the inappropriate use of tubes when 
providing oxygen inhalation therapy 0 0 1 0 Medical Adverse Event Information to Be Shared 

(13th Quarterly Report)
Events involving patient misidentification due to 
inadequate verbal confirmation of the patient's name 0 0 0 1 Medical Adverse Event Information to Be Shared 

(13th Quarterly Report)
Events relating to the transfer of a patient from one bed 
to another 2 3 3 2 Medical Adverse Event Information to Be Shared 

(13th Quarterly Report)

Events relating to bed side rails and handles 1 1 19 5 Medical Adverse Event Information to Be Shared 
(13th Quarterly Report)

Events caused by mistakes in the verbal transmission of 
information 1 0 4 0 Medical Adverse Event Information to Be Shared 

(13th Quarterly Report)

Gauze left within the body 4 4 4 7 Medical Adverse Event Information to Be Shared 
(14th Quarterly Report)

Events related to drug expiry dates 0 0 0 1 Medical Adverse Event Information to Be Shared 
(14th Quarterly Report)

Events relating to test specimens 1 1 2 2 Medical Adverse Event Information to Be Shared 
(15th Quarterly Report)

Events relating to intraocular lenses 4 0 2 2 Medical Adverse Event Information to Be Shared 
(15th Quarterly Report)

Wrong-site treatment in dental consultations 1 5 5 0 Medical Adverse Event Information to Be Shared 
(15th Quarterly Report)

Events relating to allergies 1 2 3 2 Medical Adverse Event Information to Be Shared 
(15th Quarterly Report)

Incorrect doses of a drug used in dilution 0 0 0 1 Medical Adverse Event Information to Be Shared 
(16th Quarterly Report)

Contraindicated combined administration of drugs 0 1 0 0 Medical Adverse Event Information to Be Shared 
(16th Quarterly Report)

Events related to assisted reproductive technology 0 0 0 1 Medical Adverse Event Information to Be Shared 
(19th Quarterly Report)

Infarction and hemorrhage occurred in patients treated 
with Warfarin Potassium for the management of blood 
coagulability

1 3 3 3 Medical Adverse Event Information to Be Shared 
(20th Quarterly Report)

Subcutaneous ports and catheter rupture 3 0 3 0 Medical Adverse Event Information to Be Shared 
(21st Quarterly Report)

Medical Adverse Events Related to the Subdivision of 
Blood for Transfusion into Syringes 1 0 0 0 Medical Adverse Event Information to Be Shared 

(21st Quarterly Report)
Burns from high-frequency electric current loops 
during MRI examination 1 1 0 0 Medical Adverse Event Information to Be Shared 

(22nd Quarterly Report)
Events related to the mistaken ingestion of the press 
through package when taking oral medication 2 0 2 6 Medical Adverse Event Information to Be Shared 

(23rd Quarterly Report)
Medical Adverse Events Related to the Management of 
Immunization Vaccines 1 1 0 0 Medical Adverse Event Information to Be Shared 

(23rd Quarterly Report)

Errors in the Quantity of Powdered Drugs 0 1 0 2 Medical Adverse Event Information to Be Shared 
(24th Quarterly Report)

Events involving errors in drug orders during admission 
to the Intensive Care Unit (ICU) - 0 0 1 Medical Adverse Event Information to Be Shared 

(25th Quarterly Report)
Events involving failure to communicate the content of the 
diagnostic imaging report - - 1 1 Medical Adverse Event Information to Be Shared 

(26th Quarterly Report)



- 12 -

Figure 6 Trends Over Time in the Number of Reported Events of Extravascular Leakage of Gabexate Mesilate

Figure 7 Combinations of Drugs with Similar Names Involved in Wrong Pick-up Events

Figure 8 Details of Buildings and Equipment Involved in Medical Adverse Events Related to Facility 
Management

Figure 9 Content of Medical Adverse Events Related to Intraocular Lenses

January to March 
(Number of events)

April to June 
(Number of events)

July to September 
(Number of events)

October to 
December 

(Number of events)
Total 

(Number of events)

2004 1 1
2005 1 1 1 0 3
2006 0 0 0 0 0
2007 0 0 0 0 0
2008 1 1 0 0 2
2009 1 3 1 1 6
2010 1 0 0 1 2
2011 3 - - - 3

Drug which should have been administered Drug mixed up
(efficacy classification)  (efficacy classification)

Case 1
Almar Amaryl

 (drug for treating hypertension, angina, arrhythmia and 
essential tremor)  (sulfonylurea oral hypoglycemic agent)

Case 2
Aideito tablets Aideitorol tablets Aideitorol tablets

 (drug to treat hyperuricemia)  (Beta-blocker)

Case 3
Aminoleban Amigrand

 (amino acid injection to treat hepatic encephalopathy)  (general electrolyte containing amino acids and vitamin B1)

Details of buildings and equipment involved Number of 
events

Buildings 33
Floors Steps, materials, floor seams, water spills, etc. 12
Windows Fixed-width windows, lack of equipment, etc. 7

Toilets Steps, toilet seat height, emergency door-open 
devices, hand-rails, etc. 5

Bathrooms Steps, tiles, faucets, mats, etc. 5
Doors Chains for opening and closing 1
Ceilings 1
Stairs 1
Washrooms Steps 1

Equipment 35
Electricity Sockets, power cords, power supply, etc. 10
Cool boxes, warmers, freezers 7

Medical gas Piping systems for oxygen and other gases, gas 
cylinders, etc. 6

Escalators 5
Water supply and drainage Piping system, etc. 3
Elevators 2
Serving trolleys 1
Chairs 1

Other 4

Locations under construction Holes dug for construction purposes, inspection 
hatches, etc. 2

Car parks 1
Water tanks for waterproofing purposes 1

Total 72

Details of events involving intraocular lenses Number of 
events

Left-right mix-up Left-right mix-up of intraocular lens to be used on the same patient 4

Patient mix-up Mix-up with intraocular lens prepared for another patient 9

Lens strength error 16

Inaccurate data, such as axial length and radius of curvature of the cornea 5

Error in verbal order 3

Mistake in notation on the record or docket 4

Error in preparation 1

Unknown 3

Total 29
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We hope that medical institutions will refer to such information about the status of recurrence of events and 
occurrence of similar events, which serves as follow-up data, and use it in conjunction with the Medical Safety 
Information provided in the past, in order to make these issues more widely known in a more effective manner.

4.   Medical Safety Information (p.474-501) ~ Number of Facilities Receiving 
Information by Fax has Increased to 5,306 ~

1) Increase in the Number of Medical Institutions Receiving Medical Safety Information

Medical Safety Information is provided to participating medical institutions and hospitals, which have 
requested to receive the information by fax around once a month; it is also posted on our website the same 
day. The December 2011 issue of Medical Safety Information marked the sixth year of this initiative, and 67 
Medical Safety Information bulletins had already been published at the time of writing. In regard to hospitals 
that do not accept faxes, although we always accept new requests for information to be sent by fax, at the end 
of 2011, in order to ensure that as many hospitals as possible receive Medical Safety Information, the Division 
of Adverse Event Prevention contacted hospitals not currently receiving this information to find out their 
preferences concerning receipt by fax. We received requests to send Medical Safety Information to another 
696 hospitals, so we expanded the focus of this endeavor from February 2012. As a result, the number of 
medical institutions (mainly hospitals) receiving this information reached 5,306, accounting for approximately 
60% of all hospitals nationwide.

Table 5  Number of Medical Institutions Receiving Medical Safety Information and Breakdown 
Thereof

Medical Institution Number of 
Institutions

1. Registered medical institutions 1,275

 Clinics 84

 Hospitals 1,191

2. Bodies other than registered medical institutions 3,335

3.  New requests from hospitals for Medical Safety Information 696

Total (1+2+3) 5,306

Furthermore, a number of medical-related groups distribute the Medical Safety Information to their members, 
so we do receive queries and requests about posting links to some of our pages relating to this project, and 
we welcome this kind of utilization method. The utilization of information has been noted to be one of the 
challenges for this project in the future, so we would like to work on increasing the number of examples of such 
utilization. If you would like to post such links, please do get in touch with us.

The information carried in the Medical Safety Information certainly is not hard to understand; in terms of the 
quantity of information as well, it is provided in a refined, concise format. Medical safety is an issue of concern 
to all medical personnel, irrespective of job type or field of specialism, so we hope that the bulletins are in a 
format that will ensure that most medical professionals and related individuals cast their eye - however briefly 
- over the content of bulletins on themes that relate to their own practice or duties.

On the face of it, medical adverse events seem to be due to quite basic causes, which make one think “This kind 
of event could never happen at my facility” or “I would never be a party to this kind of event.” However, it is 
a fact that these events do happen, irrespective of the scale of the medical institution concerned. Accordingly, 
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as well as providing information about such events, we take care to focus on medical adverse events relating 
to quite basic causes, in order to ensure that the information can be utilized by as many medical institutions as 
possible. Moreover, in order to ensure that the information is interesting and useful to medical professionals in 
as many departments and fields of specialty as possible, some events are taken up as subjects for medical safety 
information bulletins, even if the number of reported cases of such events is small.

2) Compilation and Publication of the Anthology of Medical Safety Information

Medical Safety Information – one of the outcomes of this project – has been published since December 2006 
and January last year marked the publication of Medical Safety Information No.50. Accordingly, in December 
last year, the JCQHC compiled and published the Anthology of Medical Safety Information, which contains 
Medical Safety Information issues No.1 to No.50, and sent this to medical institutions participating in the 
project, as well as making it available for download from the JCQHC’s website (http://www.med-safe.jp/pdf/
med-safe-collection_001-050.pdf).

This anthology also featured contributions by Dr. Hideto Sakai, Chairman of the Management Committee 
for this project, and Dr. Tomonori Hasegawa, Chairman of the Comprehensive Evaluation Panel, respectively 
entitled “The Significance of Medical Safety Information and Related Issues” and “On the Occasion of the 
Publication of Medical Safety Information”, in which they explained the process of compiling Medical Safety 
Information and their thoughts on this initiative (Anthology of Medical Safety Information, p.5-8). In particular, 
I believe that their points about making repeated efforts without becoming stuck in a rut and demonstrating 
specific outcomes through the provision of information are crucial pointers. Moreover, in my own article, 
entitled “The Progress and Future Prospects of Medical Safety Information”, I have explained such matters 
as 1) the background to the compilation of Medical Safety Information; 2) methods of providing information; 
3) the composition of Medical Safety Information; 4) attitudes to themes; 5) the five basic patterns used for 
Medical Safety Information; 6) Medical Safety Information concerning medical devices; 7) Medical Safety 
Information concerning events that are the subject of few reports; 8) the impact of Medical Safety Information; 
9) the provision of information via the website; 10) collaboration with the Project to Collect and Analyze 
Pharmaceutical Near-Miss Event Information; and 11) the dissemination of information overseas. In particular, 
the section entitled “8) The Impact of Medical Safety Information” introduced cases in which Medical Safety 
Information led to improvements in the labeling of pharmaceuticals and presented specific outcomes resulting 
from the provision of information.

Since sending out this anthology, we have already received a great deal of feedback from medical institutions, 
to the effect that they found it a helpful summary and would like to make use of it within their institution, 
that they would like additional copies if we had any spare, that they would print it out and distribute it to their 
staff, and that they would like to use it in the education of new staff in particular. We are deeply grateful for 
the interest that everyone has shown in this publication.
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Figure 10 Anthology of Medical Safety 
Information (Cover)

Figure 11 Medical Safety Information 
Classification Page

Figure 12 Pages Explaining Progress in Medical Safety Information and Several Patterns for the 
Bulletins

5.  Provision of Follow-up Information and Thanks and Request for Cooperation 
Concerning the On-site Survey

This project focuses on the collection of information by means of documents or on-site surveys, in the event 
that the secretariat or Expert Analysis Group deems it necessary to gather information concerning reported 
events. In 2011, we sent out written inquiries concerning 183 events and received responses to 149 of these. 
Moreover, cooperation was received in regard to on-site surveys concerning 9 events (involving 8 medical 
institutions).

In particular, we believe that the on-site surveys provide useful information for the promotion of medical 
safety, as it is possible to engage in more in-depth discussion of the details reported by inquiring about the 
content of deliberations conducted within the institution after the report and, as a result, to acquire knowledge 
that it was not possible to glean at the time of the report. Moreover, the content of the discussions at the time 
of the on-site survey has also been useful within the medical care facilities that have been visited. A summary 
of the events regarding which on-site survey visits have been conducted is published for reference purposes 
on p.161-177, along with the main staff members responding to the survey, as well as the survey findings and 

33

過去に提供した医療安全情報一覧

No. 1
No. 2
No. 3
No. 4
No. 5
No. 6
No. 7
No. 8
No. 9
No. 10
No. 11
No. 12
No. 13
No. 14
No. 15
No. 16
No. 17
No. 18
No. 19
No. 20
No. 21
No. 22
No. 23
No. 24
No. 25
No. 26
No. 27
No. 28
No. 29
No. 30
No. 31
No. 32
No. 33
No. 34
No. 35
No. 36
No. 37
No. 38
No. 39
No. 40
No. 41
No. 42
No. 43
No. 44

No. 46
No. 47
No. 48
No. 49
No. 50

No. 45

№ 事故の概要に
基づく分類 提供月 提供内容

平成18年 No. １ 薬剤 12月 インスリン含量の誤認

平成19年

No. ２ 薬剤 1月 抗リウマチ剤（メトトレキサート）の過剰投与に伴う骨髄抑制
No. ３ 治療・処置 2月 グリセリン浣腸実施に伴う直腸穿孔
No. ４ 薬剤 3月 薬剤の取り違え
No. ５ 療養上の世話 4月 入浴介助時の熱傷
No. ６ 薬剤 5月 インスリン単位の誤解
No. ７ 薬剤 6月 小児の輸液の血管外漏出
No. ８ 治療・処置 7月 手術部位の左右の取り違え
No. ９ 薬剤 8月 製剤の総量と有効成分の量の間違い
No. 10 検査 9月 MRI検査室への磁性体（金属製品など）の持ち込み   
No. 11 輸血 10月 誤った患者への輸血
No. 12 その他 11月 患者搬送中の接触
No. 13 医療機器等 12月 輸液ポンプ等の流量の確認忘れ

平成20年

No. 14 カテーテル・ドレーン 1月 間違ったカテーテル・ドレーンへの接続
No. 15 薬剤 2月 注射器に準備された薬剤の取り違え
No. 16 3月 2007年に提供した医療安全情報
No. 17 療養上の世話 4月 湯たんぽ使用時の熱傷
No. 18 薬剤 5月 処方表記の解釈の違いによる薬剤量間違い
No. 19 その他 6月 未滅菌の医療材料の使用
No. 20 治療・処置 7月 伝達されなかった指示変更
No. 21 医療機器等 8月 血糖測定器の使用上の注意
No. 22 薬剤 9月 化学療法の治療計画の処方間違い
No. 23 薬剤 10月 処方入力の際の単位間違い
No. 24 医療機器等 11月 人工呼吸器の回路接続間違い
No. 25 治療・処置 12月 診察時の患者取り違え

平成21年

No. 26 医療機器等 1月 血糖測定器への指定外の試薬の取り付け
No. 27 薬剤 2月 口頭指示による薬剤量間違い
No. 28 3月 2008年に提供した医療安全情報
No. 29 薬剤 4月 小児への薬剤10倍量間違い
No. 30 薬剤 5月 アレルギーの既往がわかっている薬剤の投与
No. 31 6月 2006年から2007年に提供した医療安全情報
No. 32 医療機器等 7月 ウォータートラップの不完全な接続
No. 33 薬剤 8月 ガベキサートメシル酸塩使用時の血管外漏出
No. 34 薬剤 9月 電気メスによる薬剤の引火
No. 35 薬剤 10月 静脈ライン内に残存していたレミフェンタニル（アルチバ）による呼吸抑制
No. 36 治療・処置 11月 抜歯時の不十分な情報確認
No. 37 医療機器等 12月 「スタンバイ」にした人工呼吸器の開始忘れ

平成22年

No. 38 薬剤 1月 清潔野における注射器に準備された薬剤の取り違え
No. 39 薬剤 2月 持参薬の不十分な確認
No. 40 3月 2009年に提供した医療安全情報
No. 41 薬剤 4月 処方表記の解釈の違いによる薬剤量間違い（第２報）
No. 42 医療機器等 5月 セントラルモニタ受信患者間違い
No. 43 6月 2006年から2008年に提供した医療安全情報
No. 44 その他 7月 コンセントの容量（定格電流）を超えた医療機器や電気機器等の接続
No. 45 薬剤 8月 抗リウマチ剤（メトトレキサート）の過剰投与に伴う骨髄抑制（第２報）
No. 46 療養上の世話 9月 清拭用タオルによる熱傷
No. 47 治療・処置 10月 抜歯部位の取り違え
No. 48 医療機器等 11月 酸素残量の未確認
No. 49 治療・処置 12月 Ｂ型肝炎母子感染防止対策の実施忘れ

平成23年 No. 50 治療・処置 1月 手術部位の左右の取り違え（第２報）

薬剤 治療・処置 療養上の世話医療機器等 検査輸血 カテーテル・
ドレーン その他
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　医療安全情報の構成を説明します。医療安全情報は6月分を除き、2ページで構成されています。
そして、1ページ目には、1）「医療安全情報」と書かれたロゴマーク、2）医療安全情報のタイトル、3）
集計期間と報告事例の件数に関する情報、4）特にお伝えしたいメッセージ、5）メッセージの理
解を助けるイラストや図表、6）補足的な情報、を掲載しています（図3）。特にイラストや表は、
視覚的に情報を伝えるためのツールとして、医療安全情報の構成の中で特に重視している事項の
一つです。

図3　医療安全情報　1ページ目 図4　医療安全情報　2ページ目

2）タイトル

3）件数情報

4）メッセージ

5） メッセージの
理解を助ける
イラストや表

6）補助的な情報

1）ロゴ

報告された
事例の概要

医療機関の
取り組みの紹介

　2ページ目には、1）実際に報告のあった事例の概要、2）医療機関から改善策として報告され
た取り組みの紹介、を掲載しています（図4）。実際に報告があった事例を掲載していることは、
医療安全情報に説得力を持たせるという意味で重要であると考えています。基本的で簡単な内容
の医療事故は、基本的であるがゆえに、永く医療者として勤務してきた実績がある方々にとって
は、自分自身や自施設に起こりうることとして受け止めにくいのではないかと考えられます。ま
た、一つの施設で発生する医療事故の頻度は決して高くはないこともそのような受けとめ方を困
難にしているのではないかと考えています。
　さらに、私達が、より教訓的なメッセージを発信するために、それに即した架空の事例を創作
して掲載していれば、事例の持つ現実味が薄れて、その場合も自分自身のこととして受け止めに
くい理由になる可能性があります。そこで、実際に発生している事例の概要を掲載することによっ
て、その事実をご覧いただき、それがもつ説得力によって、医療安全情報を理解していただく動
機付けとしていただくために、このような事例の概要を掲載しています（図5）。医療機関では、
医療事故発生後、様々な議論を重ねて改善策を検討しておられます。そこで、その取り組みの中
から、情報発信すべきと考えられる内容を掲載しています（図6）。医療機関の体制や診療内容は
様々ですので、改善策を見てとても参考になる医療機関もあれば、掲載されている改善策よりも
一層効果的な改善策を実施できる、あるいは現に実施している医療機関もあるものと思います。
そこで、さらに優れた改善策を検討し実施しておられる医療機関の皆様には、その契機となった
事例と実施しておられる改善策を、本事業の中で是非ご報告していただければ幸いに存じます。
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図12　再発・類似事例の年報への掲載

図表Ⅳ-１-２　医療安全情報（No.38 ～ 49）提供後に報告された類似事例（医療安全情報No.52 掲載

分を含む）

提供
番号

提供後 
報告された 
事例件数

内容 事例概要

No.38 １件
清潔野における注
射器に準備された
薬剤の取り違え

心臓カテーテル検査施行時、左橈骨動脈に留置したシースのフラッシュの
ため、清潔野にあったビーカーの中身がフラッシュ用のヘパリン生食だと
思い、注射器で吸って注入した。その直後に患者が痛みを自覚、左前腕の
発赤、腫脹を呈した。清潔野には２つのビーカーにヘパリン生食とハイポ
アルコールが入っており、医師はハイポアルコールのビーカーがヘパリン
生食だと思い、注射器で吸った。（AN022001）（医療安全情報 No.52 に
掲載済み）

No.39 ５件 持参薬の不十分な
確認

患者は、入院時に持参薬を７種類持参したが、お薬手帳、内服説明書を持
参しなかった。患者からラシックス錠２０ｍｇを朝１／２錠内服している
と聞いた看護師は「持込薬確認表」にラシックス朝１／２と用法、容量を
記載し医師が内服継続の指示を出した。４日後の朝、深夜看護師が患者の
息切れ等の症状が悪化しているため、オーダリング画面で内服薬の処方歴
を確認したところ、ラシックスの量が処方歴と異なることに気が付いた。
患者は当院の他科通院中であり、ラシックスは朝１錠、昼１／２錠の指示
が出してあった。（AN022002）

当院に入院しながら、他院で外来透析をしている患者である。持参薬であ
るリズミック服用日が、透析日（週３日）のみであったのを、４日間、毎
日服用させてしまった。（AN022003）

入院当日、持参薬を主治医と看護師と両者でダブルチェックをした。前院
からの紹介状や薬手帳等現在内服中の薬を記した書面はなかった。主治医
は、既往にステント留置術をしていること、バイアスピリン（抗血栓剤）
を内服していたこと、外来受診中に薬疹により中止したことは把握してい
た。しかし、前院処方のプラビックス（抗血栓剤）セロクラール（脳循環
改善剤）を内服していることは知らなかったため、入院前まで内服してい
たプラビックス・セロクラールは４日間投与されなかった。準夜看護師は
意識レベルの変動を感じ生体モニターを装着した。左共同偏視、左上下肢
麻痺を認め当直医師に報告した。頭部ＭＲＩの結果、多発性脳塞栓症が判
明した。（AN022004）（医療安全情報No.52 に掲載済み）

デパケン８００ｍｇ＋アレビアチン１５０ｍｇの内服をされコントロール
されていた。入院時、デパケン８００ｍｇと白い粉薬を持参。薬剤師は、
薬剤鑑定時に患者の「白い粉薬はすっぱい」という言葉からハイシーと思
い鑑定した。医師は、薬剤鑑定書と家族からの情報でデパケン８００ｍｇ
とハイシーを院内処方に切り替えた。トイレで転倒している患者を発見。
意識は清明であった。患者はけいれんであったと報告。緊急ＣＴ検査では
以前の脳挫傷の所見であった。症候性てんかんの既往、速やかに麻痺が改
善したことからてんかん発作と考えられた。　薬剤確認をかかりつけ病院
に確認したところ、デパケンＲ８００ｍｇとアレビアチン１５０ｍｇ（ハ
イシーに混合）処方であった。入院後３日間アレビアチンが処方されてい
なかった。（AN022005）

転院されて前医から持参薬あり。主治医に持参薬続行の指示をもらい、薬
局持参薬担当に連絡し昼食後の内服のみ間に合わないため取っておくよう
言われた。他看護師と一緒に昼食後薬を確認するが、前医から薬情や診療
情報提供書の持参なく、診療情報提供書は後日郵送しますとのことであっ
た。内服を確認する書類がなく、薬袋で確認しマグミット１錠、プレドニ
ゾロン５ｍｇ　３錠与薬した。持参薬を確認した薬剤師から、プレドニゾ
ロン５ｍｇ　３錠は翌月の日付で３日間投与分であったことを電話連絡受
ける。薬袋を確認すると、薬袋の左下に「○月△日‐×日（翌月の日付
で 3日間）に内服」と書いてあった。主治医に報告し、不足分の３錠は
追加処方するとのことで経過観察となる。（AN022006）

No.45 １件

抗リウマチ剤（メ
トトレキサート）
の過剰投与に伴う
骨髄抑制（第２報）

医師はステロイドの増量をし、１週間後に経過観察するため１週間の処方
とした。患者にもその旨説明した。オーダリングシステムでステロイド以
外の内服を処方する際、リウマトレックスカプセル２ｍｇ　分２（朝、夕）
食後　週２回を、本来であれば２日分でよいところ７日分と入力した。い
つもの院外薬局で処方薬を受けとり、７日間内服後再診した。患者から７
日間内服したと告げられ、血液検査施行したところデータ上異常はなかっ
たが、予防のためロイコボリンを処方した。（AN022007）（医療安全情報
No.52 に掲載済み）

　三つ目は、毎年6月に提供している、第1号まで遡って最近1年間の再発や類似事例の発生状況
を情報提供する医療安全情報です（図13）。毎年医療安全情報は増えていくため、この号は、再発・
類似事例が発生する限り、必ずしも2枚の紙に収めることはできません。図13にお示しした例は
2011年6月号の医療安全情報であり、全6ページで構成されています。この医療安全情報をご覧い
ただくと、毎年繰り返して報告されている事例を知ることができます。さらに、定期的な報告書
の中の「再発・類似事例の発生状況」の項目で、再発・類似事例の報告件数の推移や、新しく報
告された事例の紹介、報告された背景・要因や改善策、医療安全情報を提供後にそれらに関して
公表された情報など、関連する多くの情報を提供しています（図14）。

図13　医療安全情報　三つ目のパターン
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opinions on the events. In the 2010 Annual Report, we set aside one page for each event, but in this year’s 
Annual Report, we have devoted two pages to events regarding which considerable knowledge was gained, 
so we hope that this will be a useful reference for the reader. The specific summaries of events that were the 
focus of on-site visits are as follows.

Table 6 Summary of Events on Which On-site Visits Focused

Summary of Event Page

Event involving the administration of a tenfold overdose of insulin 161

Event involving the closure of an oxygen valve for use in medical care instead of a compressed 
air valve on an old ward during construction work 162-163

Event involving a mistake in entering an order for continuous intravenous infusion in accordance 
with the rules for ICU orders, which differ from those on the ward 164-165

Event involving an overdose due to an incorrect standard when auditing the drugs brought in at 
hospitalization and replacing them based on the drug formulary used at the hospital in question 166-167

Event involving a mistake in the administration route when administering different anticancer 
drugs for intravenous and intraspinal administration 168-169

Event involving the administration of a tenfold overdose of an anticonvulsant to a pediatric 
patient 170-171

Event involving a failure to implement a drug holiday for a patient taking oral anticancer drugs 172-173

Event involving an overdose resulting from a mistake in the selection or usage of a Methotrexate 
preparation when the order was communicated between different hospital departments 174-175

Event involving the administration into a vein of a high-concentration potassium chloride 
preparation 176-177

Moreover, the analysis of the event involving mistaken input of the infusion speed when giving an order for 
continuous infusion of a drug in ICU shows photographs of the ordering terminal screen used on ordinary 
wards and that used in the ICU (p.360). These images have been provided through the kind offices of the 
medical institution where this event occurred and we have been granted permission to print them unaltered or 
with slight alteration, in order to promote medical safety at medical institutions across the country. We would 
like to express once more our gratitude for the understanding and cooperation of everyone at the medical 
institution that has provided these valuable materials.

Using the information gathered in this way, we are striving to further enhance the content of the Quarterly 
Reports, Annual Reports and Medical Safety Information; we would greatly appreciate your continued 
cooperation with these information-gathering activities.

6.  The Project to Collect Medical Near-miss/Adverse Event Information and the 
Response by Pharmaceutical Companies to Prevent Misidentification of Almarl 
and Amaryl

Almarl and Amaryl have long been known to be a pair of drugs that can easily be mixed up due to the 
similarity in their names. In this project as well, Medical Safety Information No.4 “Drug mix-up” introduced 
the example of mixing up Almarl and Amaryl (Figure 13).
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Figure 13 Medical Safety Information No.4 “Drug mix-up” Warned About Mixing Up Almarl and 
Amaryl

Drug mix-up
Seven cases of drug mix-up due to similarity in drug names were reported. 
(information collection period, from October 1, 2004 to December 31, 2006; the 
information is partly included in "Medical Adverse Event Information to Be 
Shared" in the 3rd Quarterly Report)

◆ In addition to above cases, 2006 Annual Report P148-149 of this project listed other major
drugs with similar names which are assumed to be the cause of medical near-miss event. 

Drugs which should
have been administered  Drugs mixed-up

Almarl

Allelock tablets

Cefmetazon for intravenous injection

Taxol injection 

Taxotere 

Funguard for infusion 

Lactec D injection 

Amaryl

Arelix tablets

 Sefmazon for injection

Taxotere

Taxol injection

 Fungizone for injection

Lactec injection 

Mix-up due to similarity 
 in drug names have been reported. 

No.4, March 2007

Medical Safety Information, Project to Collect Medical Near-Miss/Adverse Event Information; No.4, March 2007

Japan Council for Quality Health Care

Medical Safety
Information

Project to Collect Medical Near-Miss/
Adverse Event Information

As part of measures to prevent medical adverse events related to similar names, in relation to “Almarl (generic 
name: arotinolol hydrochloride): a drug for treating hypertension, angina, arrhythmia and essential tremor” 
(Dainippon Sumitomo Pharma Co., Ltd.) and “Amaryl (generic name: glimepiride): an oral hypoglycemic 
agent” (Sanofi K.K.), an application was submitted to change the brand name of “Almarl tablets 5/10”. This 
was publicized by pharmaceutical companies and reported in the media. A document that was issued in the 
name of the pharmaceutical company concerned, in order to explain this fact to medical professionals, quoted 
events involving the mix-up of Almarl and Amaryl from this project’s event search system (see “(Reference) 
Medical Adverse Event/Near-miss Event Search Function” below). The use of the output from this project to 
achieve improvements that will lead to the provision of safe medical care to the populace by increasing the 
safety of clinical practice in this way is an appropriate initiative fully in accordance with the purpose of this 
project, which we greatly appreciate.

Drug mix-up
Seven cases of drug mix-up due to similarity in drug names were reported. 
(information collection period, from October 1, 2004 to December 31, 2006; the 
information is partly included in "Medical Adverse Event Information to Be 
Shared" in the 3rd Quarterly Report)

◆ In addition to above cases, 2006 Annual Report P148-149 of this project listed other major
drugs with similar names which are assumed to be the cause of medical near-miss event. 

Drugs which should
have been administered  Drugs mixed-up

Almarl

Allelock tablets

Cefmetazon for intravenous injection

Taxol injection 

Taxotere 

Funguard for infusion 

Lactec D injection 

Amaryl

Arelix tablets

 Sefmazon for injection

Taxotere

Taxol injection

 Fungizone for injection

Lactec injection 

Mix-up due to similarity 
 in drug names have been reported. 

No.4, March 2007

Medical Safety Information, Project to Collect Medical Near-Miss/Adverse Event Information; No.4, March 2007

Japan Council for Quality Health Care

Medical Safety
Information

Project to Collect Medical Near-Miss/
Adverse Event Information

At the ward in question, the original template form of instruction sheet for 
chemotherapy prescriptions was installed in PC. "Taxol 200mg + Paraplatin 
400mg" were scheduled to be administered to the patient, however, wrong 
instruction  "Taxotere 200mg + Paraplatin 400mg" made through the unaware 
output of incorrect instruction sheet on which "Taxotere" and "Paraplatin" 
were printed was implemented to the patient.

Case 1

The antibiotic "Cefmetazon" was prescribed. The pharmacist erroneously 
dispensed "Sefmazon" and the auditing pharmacist also did not noticed the 
error. "Sefmazon" was delivered to the ward. The nurse at the ward confirmed 
both of the injection instrunction sheet and the prescribed drugs, but believed 
that "Sefmazon" was "Cefmetazon" and dripped wrong infusion for the patient.

Case 2

Drug mix-up

No.4, March 2007Medical Safety
Information

Project to Collect Medical Near-Miss/
Adverse Event Information

Project to Collect Medical Near-Miss/
Adverse Event Information

Division of Adverse Event Prevention
Japan Council for Quality Health Care
1-4-17 Misakicho, Chiyoda-ku, Tokyo 101-0061 JAPAN
Direct Tel:+81-3-5217-0252  Direct Fax:+81-3-5217-0253
http://www.jcqhc.or.jp/html/index.htm

* As part of the Project to Collect Medical Near-Miss/Adverse Event Information (a Ministry of Health, Labour and Welfare 
grant project), this medical safety information was prepared based on the cases collected in the Project as well as on 
opinions of “Comprehensive Evaluation Panel” to prevent occurrence and recurrence of medical adverse events. See 
quarterly reports and annual reports posted on the Japan Council for Quality Health Care website for details of the Project.
http://www.med-safe.jp/

* Accuracy of information was ensured at the time of preparation but can not be guaranteed in the future.
* This information is neither for limiting the discretion of healthcare providers nor for imposing certain obligations or 

responsibilities on them.
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Figure 14 Concerning the Prevention of Mix-ups Resulting from the Similarity in Names Between 
Almarl® and Amaryl® (Dainippon Sumitomo Pharma Co., Ltd., January 2012)

7. Status of Access to Information Provided on the Website
In July 2010, we began to implement a division of roles between the Quarterly Reports and the website for this 
project, and increased the quantity of information published on the web. As a result, including information that 
was already published there, the website currently includes such sections as the List of Voluntarily Participating 
Medical Institutions, the Published Data Search function, Medical Safety Information, Quarterly and Annual 
Reports, and Relevant Documents (such as guides concerning how to register to participate and how to use the 
reports of events, themes in the information about events, and examples of the use of the event search system). 
This information is provided as part of this project. We have conducted a research into the frequency of access 
to the following types of information over the last few years.
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Table 7 Survey Items Relating to the Number of Times Information has Been Accessed

Item Content of Information Provided

1) Published Data Search
Reports concerning medical adverse event information and medical 
near-miss information can be perused, printed, and downloaded in 
a number of formats, including PDF and CSV files.

2) Medical Safety Information Medical Safety Information published in the past can be perused, 
printed and downloaded as PDF files.

3) Quarterly and Annual Reports Quarterly and Annual Reports published in the past can be perused, 
printed and downloaded as PDF files.

1) Changes in Access Frequency by Year

The following shows the number of times information has been accessed, by year. It should be noted that 
the figure for 2009 only includes six months’ worth of data, while figures for the number of published data 
searches are only available from mid-July 2010, but these figures show that whereas the number of times that 
Medical Safety Information is accessed is on the increase, views of the Quarterly and Annual Reports page are 
declining slightly. We believe that further increasing the use of the Quarterly and Annual Reports, including 
this Annual Report, is a challenge that we need to tackle.

Figure 15 Published Data Search, Medical Safety Information, and Quarterly and Annual Report 
Page Access Frequency by Year

2) Medical Safety Information Access Frequency

Research was carried out to ascertain how many times each of the issues of Medical Safety Information (from 
No.1 to No.61) was accessed during the two years from January 1, 2010 to December 31, 2011, which is the 
period for which these data are available. Table 8 shows which issues of Medical Safety Information were 
accessed the most during that period. Under normal circumstances, access frequency increases over the course 
of the month of publication and the following month, and then gradually declines from the third month after 
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publication. Consequently, it is necessary to bear in mind such matters as (1) the fact that no data has been 
recorded for the number of times that Medical Safety Information published outside the period studied (that 
is to say, issues published up to and including December 2009) was accessed during its month of publication 
and thereafter, so the tabulated values for number of times accessed are lower than the actual total; (2) the fact 
that although the survey focused on a two-year period, the collection period differs according to the month and 
year of publication; and (3) the fact that, as shown in Figure 16, there is a possibility that the overall upward 
trend in Medical Safety Information access frequency is influencing that of individual issues of Medical Safety 
Information. Accordingly, these cannot be deemed to be the issues of Medical Safety Information that have 
been perused the most overall, but we hope that this will serve as a point of reference as conditional data. The 
issue that was accessed the most was Medical Safety Information No.48 “Failure to check oxygen remaining” 
(Figure 17).

It was not necessarily the case that the issues accessed the most were the ones which were available for the 
longest, having been published at the beginning of the survey period. Moreover, Medical Safety Information 
No.48 “Failure to check oxygen remaining”, which came top of the survey as shown in Table 8, was accessed 
on three or four times as many occasions as the Medical Survey Information published in the final month of 
the survey period.

Table 8 Medical Safety Information Accessed the Most in 2010-11

Medical Safety Information (2010-2011)
Number 
of Times 
Accessed

No.48 Medical Safety Information released from 
2006 to 2008 98,981

No.46 Burn caused by a bed-bath towel 91,459

No.51 
Insufficient knowledge of the administration 
status for warfarin potassium and blood 
coagulability

88,524

No.55 Medical Safety Information released from 
2006 to 2009 87,629

No.45 
Bone marrow suppression due to 
antirheumatic (Methotrexate) overdose (2nd 
Follow-up Report)

82,280

No.50 Wrong site surgery (right/left)(2nd Follow-up 
Report) 81,885

No.57 Accidental ingestion of PTP sheets 75,550

No.43 Medical Safety Information released from 
2006 to 2008 73,416

No.52 Medical Safety Information released in 2010 72,104

No.54 Accidental removal of the endotracheal/
tracheostomy tube when changing positions 71,167

*Survey focused on the period encompassing the months when 24 issues - Medical Safety Information No.38 to No.61 - were published.
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Figure 16 Medical Safety Information Accessed the Most in 2010-11

8.  Overview of the Results of the 8th Workshop on the Analysis and Reporting of 
Medical Adverse Events

When a medical adverse event occurs, the causes are analyzed and measures to prevent recurrence are 
considered. However, looking at the events that are actually reported, with medical institutions forced to 
respond quickly and even hastily, it appears that causal analysis does not go as far as identifying the root causes, 
which results in only superficial measures being taken, or ending up with measures focused on what one might 
call “mind over matter” measures, which are either impractical or heavily dependent on the perseverance of 
the institution’s staff. Even in the case of such responses, it can look as though the matter has been dealt with 
for the time being, but sooner or later it is likely that the same kind of event will recur because it is difficult to 
implement the measures to prevent recurrence, or the risk of recurrence has not been reduced. Accordingly, it 
is vital to use appropriate techniques to conduct causal analysis that is not merely a stopgap response, and to 
formulate measures to prevent recurrence based on the results of this analysis. One technique for this is Root 
Cause Analysis (RCA).

Since FY2005, as part of the Project to Collect Medical Near-miss/Adverse Event Information, we have 
conducted workshops that include exercises for learning how to use the RCA technique, which is one of the 
techniques for analyzing medical adverse events, with the objective of improving the quality of reports of 
medical adverse events and near-miss events. There have been years when these workshops have been held 
as many as three times during the year, featuring programs with practical exercises and classroom-focused 
programs, but due to changes in the scale of the project, the workshops are currently held once a year. In 2011, 
the workshop for FY2010, the 7th Workshop on the Analysis and Reporting of Medical Adverse Events, was 
held on Sunday January 30, while the workshop for FY2011, the 8th Workshop on the Analysis and Reporting 
of Medical Adverse Events, was held on Sunday October 16. The content of the 8th Workshop is introduced 
below.

Only one workshop was held in FY2010 and FY2011, but in both cases, the number of applications to participate 
far exceeded the number of places available, so we believe that there are substantial needs in clinical practice, 
even now, in terms of understanding medical adverse event information and conducting causal analysis. In 

Six cases related to confirmation of the amount of oxygen remaining in the tank
have been reported (information collection period: from January 1, 2007 to 
September 30, 2010; the information is partly included in “Medical Adverse 
Event Information to Be Shared” (p.183) in the 17th Quarterly Report). 

Failure to check oxygen remaining

Cases where the amount of oxygen remaining 
in the tank reached zero while the patient was 
being transferred, affecting the respiratory 
condition of the patient, have been reported.

Image of the case
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Case

When being transferred to the examination room, the patient was treated 
under artificial respiration by Jackson Rees circuit was performed. After 
arriving at the examination room, oxygen supply to the breathing bag grew 
less, so the oxygen regulator was checked, and it was noticed that there was 
no more oxygen. The patient went into cardiopulmonary arrest while the tank 
was being replaced, and resuscitation was performed. There was a failure to 
confirm the amount of oxygen remaining in the oxygen tank before use. 

Ref. Example of usable time (minutes) of oxygen tank
* An approximate amount of time the oxygen 

tank can be used is indicated.
* Approximate amount of usable time (min) = tank 

capacity (L) × display on the oxygen regulator 
(MPa) ×10/oxygen flow rate (L/min) was used 
as the conversion formula. Besides this, please 
note there are also other conversion formulas.

* Calculated for an oxygen tank with a 3.5L 
capacity.

* Including the amount of oxygen remaining in 
the tank. 
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• Before an oxygen tank is to be used, be sure to confirm 
the amount of remaining oxygen by the oxygen regulator.

• Confirm the amount of oxygen remaining by the oxygen 
regulator as needed, even during use.

Preventive measures taken at the medical institution in which the event occurred.

Division of Adverse Event Prevention
Japan Council for Quality Health Care
1-4-17 Misakicho, Chiyoda-ku, Tokyo 101-0061 JAPAN
Direct Tel:+81-3-5217-0252  Direct Fax:+81-3-5217-0253
http://www.jcqhc.or.jp/

* As part of the Project to Collect Medical Near-Miss/Adverse Event Information (a Ministry of Health, Labour and Welfare 
grant project), this medical safety information was prepared based on the cases collected in the Project as well as on 
opinions of “Comprehensive Evaluation Panel” to prevent occurrence and recurrence of medical adverse events. See 
quarterly reports and annual reports posted on the Japan Council for Quality Health Care website for details of the Project.
http://www.med-safe.jp/

* Accuracy of information was ensured at the time of preparation but can not be guaranteed in the future.
* This information is neither for limiting the discretion of healthcare providers nor for imposing certain obligations or 

responsibilities on them.
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fact, in the questionnaire-based survey conducted after the workshop, a number of respondents gave their 
opinion that “One workshop is insufficient, so I would like another to be held” and “I would like other staff 
at my institution to attend this workshop, in order to increase the number of staff who can conduct RCA”. 
In addition, there were applications for participation from medical institutions that had previously had staff 
attend, due to such issues as a new person having been appointed as the risk manager, because of personnel 
changes.

The 8th Workshop was attended by 60 people, including physicians and dentists (approximately 20 people) 
and nurses (approximately 30 people). Within a hospital, there are likely to be concerns about hierarchical 
relationships within the organization and between occupations, but in this form of workshop, participants 
start by introducing themselves to each other and the sort of relationships that exist within a hospital have 
comparatively little impact in this setting, which would appear to be useful in terms of encouraging uninhibited 
debate.

With regard to the main content of the program, I firstly gave an explanation of the current status of this project 
and the present situation concerning the analysis of root causes in the obstetric care compensation system, 
which the JCQHC is currently running. Following this, an explanation of RCA was provided in a lecture 
that presented the methodologies, easily-made errors, and specific examples. In the afternoon, we conducted 
an RCA exercise using a medical adverse event in which a patient mistakenly received a blood transfusion 
intended for another patient. While puzzling over the development of the unfamiliar “why? why? analysis” 
used in RCA and getting up from their chairs to move around the reams of paper spread out over the tables, 
showing the results of the analyses, the participants engaged in assiduous debate with other group members 
and completed the full analysis. At the end of the exercise, a number of groups presented the results of their 
analyses, enabling the participants to gain a feel for the reality of RCA.

RCA is a technique that involves creating a flow chart of events, identifying the event that caused a medical 
adverse event, and analyzing the behavior of the staff involved through an in-depth study of the reasons for 
the event, including environmental factors. In doing so, it is necessary to question not only why a particular 
action was taken, but also why a particular action was not taken. Moreover, it also entails such difficulties as 
the fact that causal analysis will not progress if the number of “why’s” is insufficient or if the question “why” 
is asked about something unrelated to the root cause. It is said that it is preferable to conduct the analysis with 
staff from another division or in a different occupation, if possible, but given how busy clinical practice tends 
to be, the most important thing is probably just to try it out and gradually become accustomed to it, as with 
most things. At the same time, the role of the facilitator is particularly important, as this person plays a part in 
changing the perspective or guiding the discussion back a little way and identifying a new direction in which 
to take it when the discussion stalls.

The points that the participants spent a particularly long time discussing during the workshop were as follows.

1)  Gaining an understanding of the actual course of events and sharing it with the others conducting 
the RCA

2)  Creating a statement within the flow chart of events that clearly expresses the problem, if the 
problem involved in an event can be grasped intuitively

3)  Comparing and fine-tuning ideas with other members of the group concerning the matters they 
believe to be problems, based on their own experiences of operational procedures at their respective 
facilities

4)  Clearly expressing in the flow chart of events actions that should have been taken but were not, even 
if this is not stated in the summary of event (visualizing events)

5)  Formulating practical, feasible measures to deal with the root cause
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The workshop materials and examples of RCA have been published in previous Quarterly Reports and Annual 
Reports, but they are also introduced here. An “event flow diagram” and “RCA examples” are published on 
p.240-270 of the 2007 Annual Report (Japanese version) (see Figures 1 and 2); we hope that you will use these 
when carrying out RCA practice at your medical institution and when actually using RCA to analyze events.

In the 2010 Annual Report, we introduced knowledge gained during the 2010 International Patient Safety 
Reporting System Conference (2010 Annual Report, p.19-21). During his address, Dr. Joshua Adler, Chief 
Medical Officer at the University of California San Francisco Medical Center in the USA, stated that the 
external reporting system concerning adverse events at hospitals in the USA includes a report on the results 
of RCA, along with a report on the event itself. Thus, RCA is a helpful, internationally-used tool for analyzing 
medical adverse events and formulating measures to prevent their recurrence. I hope that RCA will be utilized 
at the medical institutions participating in this project, through training conducted as part of this initiative.

Figure 17 Example of an Event Flow Diagram (2007 Annual Report (Japanese version))
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Figure 18 Example of RCA (2007 Annual Report (Japanese version))

Figure 19 Examples of Root Cause Analysis (5 Whys Analysis) (2007 Annual Report (Japanese 
version))

資料４　「研修会」資料

Ｎｏ . １４ あるべき姿Ａ

Ｃ看護師は通りかかったＧ看護師に詳細
な説明をせず、「この輸血お願い」と頼
んだ。

＜あるべき姿Ａ＞
本来、業務を引き継ぎを指示する場合は
5W1H に則って正確に情報を提供するべ
きである。

なぜ C看護師は、G看護師に輸血を実施
すべき患者と実施すべき輸血の確認がで
きる情報を与えずに輸血業務を引き継い
だのか。

医師からの口頭指示のみならず、看護師
間での口頭指示もリスクが高いことを、
管理者が教育・指導をしていなかったた
め、Ｃ看護師は患者氏名を言わないまま
輸血業務を引き継いだ。

C看護師は、G看護師はナースステーショ
ンに戻り、冷蔵庫にある出庫製剤リスト
を自分で見て確認するだろうと考えた。

C看護師は，焦っていたＥ医師に同調し
緊張状態になったため、G看護師に患者
氏名等の情報を提供することを省略し
た。

＜原因と結果の要約＞
口頭指示には医師からの指示のみでな
く、看護師間の業務の引き継ぎも含まれ
る。そのリスクが高いことを教育・指導
していないと、看護師は口頭指示に対す
る注意を払わずに業務の引き継ぎを行う
ので、引き継ぎ内容があいまいになる可
能性が高くなる。

なぜ C看護師はG看護師がナースステー
ションに戻り患者氏名等を確認すると考
えたのか。

Ｃ看護師はＧ看護師が輸血手順を理解し
ていると思ったので、血液バッグには、
投与する患者氏名が記載されていないた
め、その場では患者氏名等の確認ができ
ない。そのため、ナースステーションに
戻って患者情報を得なければ投与できな
いと考えた。

なぜ患者誤認防止のためにはベッドサイ
ドでの最終確認が効果があるのに、血液
バッグには患者氏名が記載された出庫製
剤リストやシールが無かったのか。

血液製剤の廃棄を減らすために、濃厚赤
血球は待機血として扱われることが推奨
されており、最終段階まで誰に投与する
か決定していないため、濃厚赤血球の
バッグには患者氏名のシールを貼ってい
なかった。

輸血業務手順には、最初から準備した看
護師が、業務の中断や交代をせずに患者
へ輸血を実施することが想定されていた
ため、輸血業務手順には輸血バッグと患
者を最終確認するように書かれていな
かった。

当該病棟は血液内科疾患患者を担当して
いるため輸血業務が多く、誰に何を実施
しているか分かりやすいように冷蔵庫に
出庫製剤リストを貼るというルールが病
棟内で決められていた。

＜原因と結果の要約＞
実施する直前に実施する場所で血液バッグと実施すべき患者を確認できない業務手順、患者氏名のない血液
バッグや冷蔵庫に出庫製剤リストを貼るという病棟内のルールは、輸血業務を途中で引き継ぐ際に再びナー
スステーションに戻り、業務を最初からやり直さなくては血液バッグと患者氏名を確認できない状況ををつ
くる。その結果、引き継ぎの際、誰の血液バッグで誰に輸血するのかを明確に申し送らないと業務の引き継
ぎができず、患者を間違える可能性が高くなる。　　

＜対策＞
①輸血業務手順の見直し
②病棟内で決められたルールの検討
③血液バッグに氏名のシールを貼ることの検討
④同職種間での口頭指示についての検討（現状の把握及び場合によってはルールの検討）
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出庫製剤リストを貼るというルールが病
棟内で決められていた。

＜原因と結果の要約＞
実施する直前に実施する場所で血液バッグと実施すべき患者を確認できない業務手順、患者氏名のない血液
バッグや冷蔵庫に出庫製剤リストを貼るという病棟内のルールは、輸血業務を途中で引き継ぐ際に再びナー
スステーションに戻り、業務を最初からやり直さなくては血液バッグと患者氏名を確認できない状況ををつ
くる。その結果、引き継ぎの際、誰の血液バッグで誰に輸血するのかを明確に申し送らないと業務の引き継
ぎができず、患者を間違える可能性が高くなる。　　

＜対策＞
①輸血業務手順の見直し
②病棟内で決められたルールの検討
③血液バッグに氏名のシールを貼ることの検討
④同職種間での口頭指示についての検討（現状の把握及び場合によってはルールの検討）

資料４　「研修会」資料

あるべき姿Ｂ

Ｃ看護師は通りかかったＧ看護師に詳細
な説明をせず、「この輸血お願い」と頼
んだ

＜あるべき姿Ｂ＞
実施すべき患者氏名の確認や実施すべき
血液バッグとの照合を引き継ぐことをし
なくても、業務を引き継ぐことができる。

なぜ、Ｃ看護師は「輸血お願
い」としか口頭で申し送らな
かったか。

なぜ実施すべき患者氏名の確認や実施す
べき輸血の照合の情報を伝えないと、業
務の引き継ぎができないのか。

医師からの口頭指示のみならず、看護師
間での口頭指示もリスクが高いことを、
管理者が教育・指導をしていなかったた
め、Ｃ看護師は口頭指示のリスクを認識
せず、患者氏名を言わないまま輸血業務
を引き継いだ。

血液バッグには投与する患者氏名が記載
されておらず、出庫製剤リストはナース
ステーションの冷蔵庫に貼られており、
血液バッグと患者名を照合するものが手
元になかった。

＜原因と結果の要約＞
口頭指示には医師からの指示のみでなく、看護師間
の業務の引き継ぎも含まれる。そのリスクが高いこ
とを教育・指導していないと、看護師は業務の口頭
指示に対する注意を払わずに業務の引き継ぎを行う
ので、引き継ぎ内容があいまいになる可能性が高く
なる。

なぜ患者誤認防止のためにはベッドサイ
ドでの最終確認が効果があるのに、血液
バックには患者氏名が記載された出庫製
剤リストやシールが無かったのか。

血液製剤の廃棄を減らすために、濃厚赤
血球は待機血として扱われることが推奨
されており、最終段階まで誰に投与する
か決定していなかった。

輸血業務手順には、最初から準備した看
護師が、業務の中断や交代をせずに患者
へ輸血を実施することが想定されていた
ため、輸血業務手順には輸血バッグと患
者を最終確認するように書かれていな
かった。

当該病棟は血液内科疾患患者を担当して
いるため輸血業務が多く，誰に何を実施
しているか分かりやすいように冷蔵庫に
出庫製剤リストを貼るというルールが病
棟内で決められていた。

＜原因と結果の要約＞
実施する直前に実施する場所で血液バッグと実施すべき患者を確認できない業務手順、患者氏名のない血液
パッグや冷蔵庫に出庫製剤リストを貼るという病棟内のルールは、輸血業務を途中で引き継ぐ際に再びナー
スステーションに戻り、業務の最初からやり直さなくては実施すべき患者氏名と血液バッグを確認できない
状況ををつくる。その結果、実施する患者氏名の確認や実施すべき輸血の照合をする手段のないまま業務を
引き継ぐことが慣習化され、患者を間違える可能性がある。　

＜対策＞
①輸血業務手順の見直し
②病棟内で決められたルールの検討
③血液バッグに氏名のシールを貼ることの検討
④ 同職種間での口頭指示についての検討 
（現状の把握及び場合によってはルールの検討）
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9.  Cooperation with the Project to Collect and Analyze Pharmaceutical Near-Miss 
Event Information

1) Project to Collect and Analyze Pharmaceutical Near-Miss Event Information: 5th and 6th 
Aggregate Reports and 2011 Annual Report

(1) The Current Number of Participating Pharmacies and Reported Events

In October 2008, the Division of Adverse Event Prevention launched a project to collect and analyze medical 
near-miss event information from pharmacies, based on events occurring or discovered at retail pharmacies; 
the 2010 Annual Report was published in August 2011, while the 5th and 6th Aggregate Reports were 
published in September 2011 and March 2012, respectively. At present, work on the 2011 Annual Report is 
being undertaken.

The number of pharmacies participating is continuing to increase, even now, and has reached 6,767 at the 
present time of writing. The number of events reported is currently around 600 - 900 a month. 

Although described as “pharmaceutical near-miss” events, there are also prescription form errors that have 
occurred at medical institutions, which are discovered through prescription queries by pharmacies; such events 
are also the subject of reports by pharmacies. Approximately 25,000 such events have already been published 
on the website for this project. Moreover, if you click on the “Published Data Search” button on the website, 
you can search the data by inputting keywords (Japanese version only). In addition, particularly important 
events are selected as “Events to Be Shared” and published with comments from experts on individual events.

This method of providing information began with the Project to Collect and Analyze Pharmaceutical Near-
Miss Event Information, ahead of the Project to Collect Medical Near-miss/Adverse Event Information, and 
this method of providing information has subsequently been adopted for the latter project as well.

(2) 2011 Annual Report

Through the Project to Collect and Analyze Pharmaceutical Near-Miss Event Information, 8,082 events have 
been tabulated and analyzed between January and December 2011, and we are aiming to publish the 2011 
Annual Report in due course. The 2010 Annual Report was the first full-scale Annual Report after registration 
of pharmacies began in April 2009, so it is intended that the 2011 Annual Report will facilitate comparisons 
between the two. In compiling the outcomes of the project in the form of Aggregate Reports, Annual Reports, 
Events to Be Shared and Pharmacy Near-miss Analysis Tables, the same methodology is used as that employed 
in regard to the Quarterly and Annual Reports and Medical Safety Information in the Project to Collect 
Medical Near-miss/Adverse Event Information: the aggregate results and analyses of themes are presented, 
along with a few specific examples with condensed information, and they are created in a format that takes 
legibility into consideration, in regard to such matters as color and design.

The themes due to be taken up in the 2011 Annual Report are shown below and we hope that, once published, 
this information will be of use to hospital pharmaceutical departments as well.
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Table 9 Themes Analyzed in the 2011 Annual Report (Planned)

Details of Themes New/Continuing

1. Pharmaceutical near-miss event related to similar drug names Continuing

2. Pharmaceutical near-miss event related to similar efficacies Continuing

3. Pharmaceutical near-miss event related to high-risk drugs Continuing

4. Pharmaceutical near-miss event related to inquiries about prescriptions
i) Events in which the drug was deleted
ii) Events in which an inquiry about the prescription was forgotten

Continuing

5. Pharmaceutical near-miss event related to wrong specification/dosage form
i) Combinations of drugs reported as wrong specification/dosage form
ii) Analysis of events related to pharmaceutical adjuvants

New

6. Analysis of recurrent and similar events
i) Analysis of “Events to Be Shared” and similar events New

7. Pharmaceutical near-miss event related to similar packaging
i) Analysis concerning wrong quantity of pharmaceuticals where multiple 
packaging units exist
ii) Analysis concerning drug mix-up involving sheet packaging with similar colors

New

8. Pharmaceutical near-miss event related to particular drugs
i) Events related to psychotropic drugs Continuing

Moreover, there are plans to create one-page color printouts of diagrams of particular importance from the 
analysis of themes, adjusting the design to make them easy to read, and to publish them on the website as 
Pharmaceutical Near-Miss Information Analysis Tables.

Many of the near-miss events that occur at pharmacies relate to dispensing; the breakdown shows that “wrong 
quantity,” “wrong specification/dosage form,” and “drug mix-up” are the most frequent, so one can see that 
there are many points in common with medical adverse events and medical near-miss events at medical 
institution. Thus, the JCQHC will make use of the advantages of gathering information about events occurring 
at medical institutions and pharmacies in an integrated fashion, and will provide an abundance of information 
concerning the prevention of medical adverse events relating to medications in particular.

2) Collaboration with the Project to Collect Medical Near-miss/Adverse Event Information

Over 90% of the medical near-miss events reported in the Project to Collect and Analyze Pharmaceutical 
Near-Miss Event Information are events relating to dispensing, most of which are events that also arise in the 
pharmaceutical departments of medical institutions, such as wrong quantity or wrong specification/dosage 
form. Consequently, of the Quarterly Reports, Annual Reports, and Medical Safety Information that have 
been compiled and published hitherto as part of the Project to Collect Medical Near-miss/Adverse Event 
Information, most of the content relating to medications is information that is useful for pharmacies as well. 
Accordingly, we have compiled a web page introducing the outcomes of the Project to Collect Medical Near-
miss/Adverse Event Information on the website of the Project to Collect and Analyze Pharmaceutical Near-
Miss Event Information.

The content published on this page includes an overview of the Project to Collect Medical Near-miss/Adverse 
Event Information, links to the pages with Quarterly Reports and Annual Reports, links to the published data 
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search page, and Medical Safety Information relating to medical adverse events involving medication.

We are striving to disseminate information and educate people using this page, in order to ensure that 
pharmacists at pharmacies, registered retailers, and those involved in the clerical administration of pharmacies 
can discover at pharmacies errors that have occurred at medical institutions, and thereby strive to prevent 
medical adverse events.

10. Reports on Visits to International Conferences and Meetings

1) The 28th International Conference of the International Society for Quality in Health Care 
(ISQua)

One of the international academic societies involved in activities aimed at improving the quality of health 
care and promoting medical safety is the International Society for Quality in Health Care (ISQua). Accredited 
third-party hospital evaluation groups from various countries and many medical institutions and researchers 
working on improving the quality of health care and medical safety attend its annual conference. This year’s 
conference was jointly hosted in Hong Kong by ISQua and the Hong Kong Special Administrative Region 
Government and took place on September 13 to 15 at the Hong Kong Convention and Exhibition Centre, 
marking the first time that that the conference had been held in Asia. I attended both the conference and 
the pre-conference event held the previous day. In addition to providing information, I exchanged opinions 
with other participants concerning not only Hospital Accreditation, but also the Project to Collect Medical 
Near-miss/Adverse Event Information, the Project to Collect and Analyze Pharmaceutical Near-Miss Event 
Information, and the Japan Obstetric Compensation System for Cerebral Palsy.

The following provides an outline of the two presentations that I thought were particularly useful in terms of 
their content.

2) Experience from 44 healthcare accreditation programs; analysis of responses to an 
international survey, Speaker: Charles Shaw (UK)

○  A questionnaire-based study was carried out in 2010, focusing on the status of accreditation programs 
in various countries. In particular, it was carried out with the objective of understanding 1) factors in 
the maintenance and development of systems and 2) the status of international collaboration. The study 
focused on countries and groups implementing nationwide accreditation.

○  Half of the accreditation programs that were being carried out in 2000 had ended. However, accreditation 
is growing at present.

○  There were many accreditation organizations with complementary relationships with regulatory 
authorities, the financing of medical costs and healthcare founders. This would seem to be a healthy 
situation.

○  However, it is not possible to obtain support for accreditation where it is difficult to obtain financial 
support, such as in small countries, or those where the political situation is unstable or there are frequent 
changes in national or local government policy. It is difficult for small-scale accreditation programs to 
survive.

○  There is little published information. In the EU, there is free movement of goods and services, but 
nevertheless, mutually comparable information should be published. It is still difficult to obtain information 
about existing systems, and that is a challenge in the EU.
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3) The Thai experience implementing WHO recommended measure for adverse events, 
Speaker: Kittinan Anankamanee (Thailand)

○   In 2008, the Institute of Hospital Quality Improvement & Accreditation of the Ministry of Public Health 
in Thailand launched the Hospital Accreditation (HA) program. It began with the accreditation of two 
hospitals located in Bangkok and its outskirts.

○  Importance was attached to both quality and safety as parts of the same whole.

○  With guidance provided by the WHO, information began to be gathered about adverse events. It was not 
possible to construct a web-based system for gathering information, so details of adverse events were 
collected by 1) using consensus building to determine priorities in terms of improving the quality and 
safety of health care, 2) observing safety in terms of injection techniques, and 3) conducting interviews 
with staff. Moreover, the measurement of adverse events was carried out in parallel with this, by means 
of a study of written records.

○  This was carried out at two hospitals. In terms of the results of the determining of priorities, firstly, at 
Hospital A, there was considerable concern about the patient care process, so matters such as patient 
evaluation, monitoring and staff education were the focus. At Hospital B, the focus was on such matters 
as communication between physicians and nurses.

○  As a result of collecting details of adverse events and issuing warnings, the proportion of preventable 
adverse events declined. The study of written records showed that the figures declined from 29.5% to 
23.0%, while in interviews with nurses they fell from 27.0% to 18.8% and in interviews with physicians 
they declined from 25.4% to 17.2%. Thus, although the results differ somewhat between the written 
record survey method and the interview method, it is thought that this can be attributed to a difference in 
the nature of the information involved, namely information gained from communication between people 
and recorded information.

○  Under normal circumstances, it would be preferable to use a method based entirely on written medical 
records, but as these are inadequate, this method was adopted. Normally, it is better to conduct a study 
based on adequate records, so rather than being an alternative method, one could describe this as a 
supplementary method.

○  The lessons gained from this were as follows: 1) in the process of determining priorities through consensus 
building, it is vital for hospital leaders to participate in gathering details of events and demonstrate that 
safety is positioned as an important concern, as well as incorporating this into the hospital improvement 
plan; 2) the method of interviewing staff is useful in improving the safety consciousness of staff and 
promoting in-house education; 3) litigation is a crucial issue in the medical field in Thailand, but lawsuits 
have a substantial negative effect on adverse event reporting systems; 4) it is important to increase 
consciousness of adverse event reporting through in-house education; 5) it is vital to ensure that honest 
reports are provided based on trust between the party reporting an event and the party gathering 
information about it.

Efforts were being made in Thailand as well to improve medical safety through the gathering of information 
about medical adverse events and near-miss events, of the kind detailed in 3). It seems that the same kind 
of methodology will be adopted to promote medical safety in emerging nations and developing countries in 
the future. The other presentations were on such topics as evaluating increasingly expensive new treatment 
methods and advanced medical care from the perspective of cost effectiveness and the activities of the 
International Technology Assessment (ITA), which is an international group working in this field, as well as 
the measurement and use of quality indicators.

At the venue, I was able to exchange information with representatives of hospital accreditation organizations 
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from various countries. I interacted with participants representing such groups as The Joint Commission 
and Joint Commission International from the USA, The Australian Council on Health Standards (ACHS) 
from Australia, the Taiwan Joint Commission on Hospital Accreditation (TJCHA) which was kind enough 
to invite me to speak at a conference it hosted last year, and the Canadian Patient Safety Institute (cpsi-icsp). 
In particular, I received a request from the Canadian Patient Safety Institute (cpsi-icsp) regarding a practical 
initiative focused on the international use of Medical Safety Information, as detailed below, and this has been 
implemented.

In addition to analyzing medical adverse events and near-miss events, this project also makes specific reported 
events available on our website, as described above. It seemed that this initiative focused on publishing 
information about events was almost without parallel among the other countries from across the globe with 
which I exchanged information.

4) 2011 China-ASEAN Forum on Reform and Administration of Public Hospitals

The Ministry of Health of the People’s Republic of China invited me to attend the 2011 China-ASEAN Forum 
on Reform and Administration of Public Hospitals, which was held from November 7 to 11, 2011. Among 
the various projects undertaken by the JCQHC, I had the opportunity to speak about the Project to Collect 
Medical Near-miss/Adverse Event Information, the Project to Collect and Analyze Pharmaceutical Near-Miss 
Event Information, and the Japan Obstetric Compensation System for Cerebral Palsy, in particular. Following 
last year’s lecture at the invitation of the Taiwan Joint Commission (for an overview, see p.16-17 of the 23rd 
Quarterly Report and p.19-21 of the 2010 Annual Report), I had the opportunity to introduce the activities of 
this project to an audience overseas for the second year in succession.

Organized by the Chinese government, which invited participants from the countries of ASEAN and Japan, 
the purpose of this conference was to discuss matters relating to the management of public hospitals, with 
participants sharing details of problems and challenges in each country and initiatives aimed at their resolution, 
in order to enable participants to learn from each other and improve the safety and quality of medical care. 
China’s National Institute of Hospital Administration played a key role in running the conference.

At the opening ceremony, participants from the Chinese Ministry of Health, which had organized the conference, 
and the Ministry of Foreign Affairs, and from Indonesia, which held the Chairmanship of ASEAN at the 
time, described the importance of this opportunity for representatives from Japan, China and the countries of 
ASEAN to explain and discuss their knowledge and experiences of public hospital reform. Moreover, China 
asserted that it attaches great importance to collaboration with the countries of ASEAN.

During the sessions, there were many lectures that were not confined to medical safety or the prevention of 
medical adverse events, but covered a wide range of themes, including securing financial resources for the 
provision of medical services, including the running of public hospitals, devising efficient, effective budgetary 
measures in relation to public hospitals, devising payment methods for public hospital medical expenses, such 
as the introduction of DPC/PDPS (Diagnosis Procedure Combination / Per-Diem Payment System), examples 
of improvements in the management, quality and safety of public hospitals and of the content and use of 
indicators for evaluating these, initiatives focused on reflecting performance improvements in salaries and 
bonuses, and appropriate prescription and use of pharmaceuticals.

I gave a lecture that covered the themes of adverse event reporting systems on a nationwide scale, no-fault 
compensation in relation to cerebral palsy, and conflict resolution through causal analysis and the prevention 
of recurrence. In my speech, I provided an overview of the nature of the JCQHC as a neutral third-party 
organization in the field of medical care, as well as outlining various projects, such as the Hospital Accreditation 
program that we run in order to improve the quality of health care in Japan. By way of an introduction to the 
content of specific projects, I then provided an explanation of the Project to Collect Medical Near-miss/Adverse 
Event Information, the Project to Collect and Analyze Pharmaceutical Near-Miss Event Information, and 
the Japan Obstetric Compensation System for Cerebral Palsy. During the question and answer session, there 
were questions about such matters as the body providing the financial resources for running a neutral third-



- 30 -

party organization and the number of staff members involved in each project; in each answer, I explained the 
current situation. While exchanging opinions with other conference participants, I heard a number of people 
express their awareness that one challenge for the future in China and other participating countries was the 
introduction of a method in which a neutral third-party organization encourages medical institutions and 
the medical community to implement autonomous improvements, rather than central or local governments 
providing guidance to medical institutions directly.

As shown in the conference program (Figure 21), there was a presentation by a participant from Singapore 
during the session in which my speech was scheduled (Session 1: Medical Quality and Safety Initiative and 
Risk Allocation Mechanism in Healthcare System). The following provides an introduction to the content of 
this presentation.

Dr. Arthur Chern, Group Director (Health regulation), Ministry of Health, Singapore “Medical 
quality and safety and risk allocation mechanism in healthcare system”

○   The presentation was given by a representative of the Singaporean government, concerning its initiatives 
focused on managing medical risk.

○   There is an awareness that medical care is a field that, by its very nature, includes risk, due to such 
factors as its complex organizational structure, the provision of medical care by cross-divisional teams, 
the fact that it is easy to make mistakes with drugs, the fact that the provision of medical care is focused 
on patients, who can easily suffer health impacts, and the fact that science is still not perfect.

○   It is said that risk can be classified into “invisible, unreported harms”, “harms involving conscious 
opponents”, “catastrophic harms”, “harms in equilibrium that involve the provision of ineffectual 
medical care in a situation that does not improve”, and “performance-enhancing risks, where excessive 
medical care is provided to improve performance” (The Character of Harms: Operational Challenges 
in Control: Malcolm Sparrow, 2008).

○   Medical adverse events are caused by intentional acts or negligence due to both human factors and 
system factors.

○   The medico-legal results of medical adverse events are as follows:

• In the case of a crime, outcomes include a warning or indictment (fine or imprisonment)

• Administrative responses include suspending or revoking the individual’s license to practice, the 
addition of specific conditions to their license, or a demand to compensate the patient

• Responses by professional organizations include advice, warnings, criticism, fines, restrictions on 
practice, and the suspension or cancellation of registration

• Reactions by citizens include claims for compensation and out of court settlements

○   The following systems exist for managing risk:

• Adverse event correction/deterrent functions: regulations

• Preventive functions: quality assurance (verification of events involving deaths, reporting of 
events involving alarm bells), accreditation

• Damage mitigation functions: liability insurance

○   From the perspective of the regulation and governance of facilities and the content of medical care, 
the state directly operates, controls, and manages the risk of state hospitals, while private hospitals 
and clinics are regulated by the state and there are also lenient regulations imposed by professional 
organizations. There is no regulation of acupuncture and moxibustion or traditional Chinese medicine.
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○   Moreover, another way of looking at the situation is to divide regulations into regulation by medical 
institutions, regulation by experts and regulation of products.

○   Guidance is provided to medical institutions regarding regulations aimed at quality assurance, through 
which they are advised to implement such measures as gathering information about deaths, medical 
adverse events and medical near-miss information, conducting peer reviews of these, and holding 
quality evaluation committee meetings. There is no nationwide system for reporting medical adverse 
events and medical near-miss information.

○   The following events fall into the category of serious reported events, which are the focus of efforts to 
gather information about adverse events:

• Events related to surgery (wrong-site surgery, etc.)

• Events related to products or medical devices (administration of contaminated drugs, etc.)

• Events related to patient protection (discharge of newborn babies into the care of someone other 
than the parent, etc.)

• Events related to facilities and environment (falls and accidents resulting from restraints, etc.)

• Events related to assisted reproductive technology (death resulting from principles, misidentification 
of fertilized eggs, etc.)

• Events related to treatment or care (errors in drug administration, etc.)

• Other (preventable complications from surgery or interventional treatment, etc.)

○   These events are classified in accordance with their frequency and the seriousness of their outcomes. 
Events involving death are further classified into foreseen and unforeseen (preventable and unpreventable) 
deaths. In addition, in the case of serious events, hospitals are advised to conduct RCA and hold quality 
control committee meetings.

○   Hospitals are advised that the quality control committee should conduct their deliberations within three 
months of the event’s occurrence, focusing on such matters as the appropriateness of the medical care 
provided, the consistency of the medical care provided with the qualifications of the medical personnel 
involved, and the formulation of recommendations. In addition, every six months, these committees 
have to report to the Ministry of Health the number of deaths they have considered, the details thereof, 
and the implementation status of any recommendations.

○   Most of Singapore’s major hospitals have obtained accreditation from Joint Commission International 
(JCI). This is because most of the foreign nationals who receive medical care in Singapore wish to 
know about the standard of the hospital where they are being treated. Thus, independent third-party 
accreditation is also carried out in Singapore.

Moreover, on the second day, in Session 4: Rational and Safe Use of Medication and Cost Control, Dr. Heric 
Corray from Malaysia provided an introduction to Malaysia’s Patient Safety Council, which was established 
in 2003, and explained how improvements had progressed, covering such matters as the in-house system for 
reporting adverse events that had been introduced at Queen Elizabeth Hospital, of which he is the director, 
the results of analyses of errors in regard to drugs in particular and the outcomes of measures to deal with 
these, prescriptions that are hard to decipher, the identification of drugs with easily-confused names, external 
appearances or labels, and confusing shelf layouts. He also explained how, in the process of making these 
improvements, the hospital took as its slogan “5S (sorting, setting in order, sweeping, standardizing and 
sustaining the practice (from the Japanese seiri, seiton, seiso, seiketsu, and shitsuke))”, which is emphasized in 
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a variety of workplaces in Japan, including manufacturing industry and the service industry.

In addition, Dr. Edgardo S. A. Javillonar from the Philippines explained problems such as the fact that, at one 
time, one-third of the populace was not receiving appropriate drug administration, that even major drugs used 
in medical treatment had not been prevalent, and that the proportion of drug costs in medical expenses was 
high. He also informed the other participants that the situation had been improving over the last ten years, 
with drugs beginning to be distributed at a fair price, efforts being made to encourage their appropriate use, 
and nationwide gathering of information about adverse events involving drugs taking place. In terms of the 
approach to preventing medical adverse events involving drugs, Dr. Javillonar referred to areas that overlapped 
with the content of my own speech, saying, “Yesterday, we received a good explanation from the Japanese 
participant, so I will not repeat the same things that he said”, so I surmised that a common approach to the 
prevention of medical adverse events is becoming prevalent internationally.

This conference was not only a good opportunity to provide China and the countries of ASEAN with an 
introduction to Japanese activities focused on promoting medical safety, but also gave me a chance to gain 
a first-hand understanding of attitudes to the promotion of medical safety in each country, through direct 
discussions with the participants from ASEAN member countries. In the future, I would like to take the 
opportunity offered by reports and speeches as part of the Project to Collect Medical Near-miss/Adverse Event 
Information, in order to provide a more detailed introduction to the content of these discussions.

Figure 20 Conference Name, etc.  
(cover of materials distributed)

Figure 21 Conference Agenda  
(morning session, first day)

5) Anglo-Japanese collaboration for Improving Patient Safety (AnJIPS) Workshop

On June 5, 2012, the aforementioned workshop concerning the status of activities to promote medical safety 
in Japan and the UK was held with the joint participation of the University of Tokyo and the Patient Safety 
and Service Quality Centre (PSSQ) at King’s College London (UK) (hosted by the 22nd Century Medical 



- 33 -

and Research Center, University of Tokyo Hospital, co-hosted by the University of Tokyo Graduate School 
of Medicine Department of Health Care Safety Management). It featured a lecture about this project and 
the Project to Collect and Analyze Pharmaceutical Near-Miss Event Information, as Japan’s systems for 
reporting adverse events in the field of medical care, as well as the Japan Obstetric Compensation System for 
Cerebral Palsy, as a system that incorporates the concept of no-fault compensation (http://www.dajf.org.uk/
news/researchers-from-kings-participate-in-2nd-anglo-japanese-collaboration-event-in-tokyo-for-improving-
patient-safety). The participants from King’s College London asked questions about such matters as methods 
of efficiently analyzing large volumes of information, and methods of providing information about events 
involving alarm bells, which would seem to occur only at a limited number of medical institutions. The 
participants from King’s College London gave lectures about such matters as the current status of medical 
technology simulation training in clinical environments. The workshop program is shown below.

Figure 22 Program for the AnJIPS Workshop

11.  Japan Medical Association “The Promotion of Medical Safety and Recent 
Developments Therein (Report)”

In 2010-11, as a member of the Medical Safety Measures Committee of the Japan Medical Association, I 
was involved in compiling the report entitled “The Promotion of Medical Safety and Recent Developments 
Therein”, which was presented by the Committee Chairman to the JMA President on March 15 this year. In 
this report, I provided a commentary on the methodology and outcomes of this project, in Chapter 11 The 
Collection of Medical Adverse Events and Medical Near-miss Information (Incident and Accident Reports) 
and Initiatives to Prevent Recurrence (the chapter highlighted with a bold line in Figure 23). I hope that 
the collection of information about medical adverse events and medical near-miss information will assist in 
further improving awareness of medical safety at clinics.
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Figure 23 Japan Medical Association “The Promotion of Medical Safety and Recent Developments 
Therein (Report)” and Table of Contents

12.  Information Dissemination Through the Publication of the Project to Collect 
Medical Near-miss/Adverse Event Information 2010 Annual Report and the 
Global Patient Safety Alerts Project of the Canadian Patient Safety Institute 
(cpsi-icsp)

As part of the Project to Collect Medical Near-miss/Adverse Event Information, an English-language version 
of the Annual Report has been created each year since the 2005 Annual Report; published via the website, it 
has been used to publicize the content of the project and its outcomes, with copies being given to visitors from 
overseas. On March 22 this year, we published the English translation of this project’s 2010 Annual Report, 
entitled “Project to Collect Medical Near-miss/Adverse Event Information 2010 Annual Report”. As well as 
being available for perusal and download on our website, the content can also be searched in English via 
the search page (Full Text Search of Annual and/or Quarterly Reports: http://www.med-safe.jp/reportsearch/
SearchReportInit).

Figure 24 Project to Collect Medical Near-miss/Adverse Event Information 2010 Annual Report 
(English Edition) and Table of Contents
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Having been invited to the 2010 International Patient Safety Reporting System Conference in Taiwan by 
the Taiwan Joint Commission in September 2010, and the 2011 China-ASEAN Forum on Reform and 
Administration of Public Hospitals by the Ministry of Health of the People’s Republic of China in November 
last year, and having had the opportunity at both to speak about this project, the Project to Collect and Analyze 
Pharmaceutical Near-Miss Event Information and the Japan Obstetric Compensation System for Cerebral 
Palsy, I realized anew that many particularly advanced, leading medical institutions in various countries and 
major cities are implementing similar initiatives, and that all of these have a great deal of information that 
could serve as a point of reference for each other.

Accordingly, at present, we are not only publishing English translations of the Annual Reports for this 
project, but also English-language versions of the Medical Safety Information, which we provide to various 
organizations overseas. The English editions of Medical Safety Information No.48-No.59 were published for 
the first time in March this year. They are published on the English-language page of this project’s website 
(http://www.med-safe.jp/contents/english/index.html), and we hope that you will make use of them if you have 
the opportunity to do so (Figure 25).

Moreover, in November 2010, the Canadian Patient Safety Institute (cpsi-icsp) requested permission to share 
the output from this project globally through its Global Patient Safety Alerts project, which it is implementing 
jointly with the WHO, so we are continuing to disseminate information via this project. The JCQHC’s name is 
listed on the website for the Global Patient Safety Alerts project as a contributing organization, and it has also 
published a link to the English versions of the Medical Safety Information. Thus, in addition to the English-
language website for the Project to Collect Medical Near-miss/Adverse Event Information, it is also possible 
to peruse the content of the English editions of Medical Safety Information from across the globe, via the 
contributing organizations page of the Global Patient Safety Alerts website, as well as the site’s search function 
(Figure 26).

Figure 25 Web Page for This Project Showing the Newly-published Medical Safety Information 
No.48-No.59 (English Editions)
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Figure 26 Website of the Canadian Patient Safety Institute (cpsi-icsp)

13. Responding to Lecture Requests
We respond to requests from medical institutions, pharmacies and related groups to give lectures explaining 
the current status of the project and the content of its outputs, such as the Quarterly Reports, Annual Reports 
and Medical Safety Information, giving around 20 lectures each year. The content of the lectures is shown in 
Table 10. We respond to as many requests as possible, so if there are any medical institutions participating in 
this project that would like us to give a lecture, please do contact us.

“Global Patient Safety Alerts” Projectのページ
http://www.globalpatientsafetyalerts.com/English/ContributingOrganizations/Pages/default.aspx

List of contributing countries.

International sharing of Medical 
Safety Information
 (English editions)

Japan, Australia, 
Canada DenmarkCanada, Denmark, 
Hong Kong, 
England and Wales, g
European Union, 
United States

Contributing countries
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Table 10 Examples of the Content of Lectures

1. About the Project to Collect Medical Near-miss/Adverse Event Information

• Purpose and overview of the project
• Content of Quarterly Reports (content of aggregate results and theme analysis)
• Medical Safety Information
• Utilization of the Website
•  Knowledge gained at the 2010 International Patient Safety Reporting System Conference (adverse event reporting systems 

in other countries, etc.)
•  Knowledge gained in 2011 at the 28th International Conference of The International Society for Quality in Health Care 

(ISQua) (current status of third-party evaluation of overseas hospitals, adverse event reporting systems, etc.)
•  Knowledge gained at the 2011 China-ASEAN Forum on Reform and Administration of Public Hospitals (medical safety 

measures in the ASEAN countries, etc.)

2. Project to Collect and Analyze Pharmaceutical Near-Miss Event Information

• Purpose and overview of the project
• Content of Aggregate Reports and Annual Reports (content of aggregate results and theme analysis)
• Pharmaceutical Near-Miss Information Analysis Tables
• Utilization of the Events to Be Shared
• Utilization of the Website

3. Concerning the Japan Obstetric Compensation System for Cerebral Palsy

• Purpose and overview of the system
• Current status of screening
• Current status of the analysis of causes
• Approaches to the analysis of causes
• Current status of the prevention of recurrence
• Similar systems in other countries (Sweden’s medical accident compensation system)

4. Others

•  Information about the Project to Collect Medical Near-miss/Adverse Event Information, the Japan Obstetric Compensation 
System for Cerebral Palsy, and characteristics and future development of other similar systems 

14. Conclusion
We would be most grateful if the medical institutions participating in this project would continue to provide us 
with reports about medical adverse event information and medical near-miss event information. Moreover, by 
developing an environment that is more conducive to reporting than before, we hope that medical institutions 
that had previously hesitated to participate in this project due to the burden of reporting will now agree to 
participate for the first time.

In the future, the JCQHC will increase its efforts to enhance the content of Quarterly Reports and Annual 
Reports, in order to ensure that such reports on this project contribute to the prevention of medical adverse 
events and the promotion of medical safety in Japan; as such, we greatly appreciate your understanding and 
cooperation.
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I Outline of the Project to Collect Medical Near-miss/
Adverse Event Information

Based on the collection of medical near-miss/adverse event information, this project seeks to foster an ever-
improving culture of safety in medical care.

This project consists of two projects: the Project to Collect, Analyze, and Provide Medical Adverse Event 
Information, and the Project to Collect, Analyze, and Provide Medical Near-Miss Information. An overview 
of the collection of information in these two projects is provided below.

1.  Background to the Collection of Medical Near-miss/Adverse 
Event Information

Background to the Collection of Medical Near-miss Event Information
In October 2001, the Ministry of Health, Labour and Welfare (MHLW) launched the “Network for Medical 
Safety Measures (Project to Collect Medical Near-miss Event Information),” which was focused on collecting 
and analyzing medical near-miss event information and providing information that would contribute to 
medical safety, such as improvement measures. Under the initial project framework, the Organization for 
Pharmaceutical Safety and Research [OPSR: currently the Pharmaceuticals and Medical Devices Agency 
(PMDA)] collected information from registered medical institutions concerning medical near-miss events; 
this information was reported to the MHLW and a study group at the Ministry then tabulated and analyzed 
the data. Under this framework, medical near-miss event information was collected on 10 occasions and the 
MHLW published overviews of the tabulated results, in order to provide information about medical near-miss 
events. (Note 1)

In 2004, the JCQHC took over the project for the collection of medical near-miss information from the 
Organization for Pharmaceutical Safety and Research [OPSR: currently the Pharmaceuticals and Medical 
Devices Agency (PMDA)], and has been collecting medical near-miss event information since the 11th report. 
The tabulation results and analysis are published on the JCQHC’s website. (Note 2)

Background to the Collection of Medical Adverse Event Information
In April 2002, the Investigation Committee for Medical Treatment Safety Measures, a body established by 
the MHLW, compiled and published a report entitled “Comprehensive Measures for Promoting the Safety of 
Medical Treatment” (Note 3). In regard to the Network for Medical Safety Measures (Project to Collect Medical 
Near-miss Event Information), which had begun in October 2001, this report stated that, “In analyzing such 
events, there is a need to study the building of a system to collect even more accurate analytical and study 
results from an even greater number of institutions, as well as gathering the results of analyzing and studying 
improvement measures.” In addition, the report introduced opinions that called for the utilization of medical 
adverse events through the gathering and analysis of information and the establishment of a system for 
compulsory research and reporting concerning such events; moreover, it pointed out the need to conduct 
further studies, including the legal issues associated with the reporting of medical adverse events.

(Note1)	 See	MHLW	website	"Concerning	Medical	Safety	Measures"	(http://www.mhlw.go.jp/topics/bukyoku/isei/i-anzen/index.html).
(Note2)	 See	the	Japan	Council	for	Quality	Health	Care	"Project	to	Collect	Medical	Near-miss/Adverse	Event	Information"	website		

(http://www.med-safe.jp).
(Note3)	 	"Comprehensive	Measures	for	Promoting	the	Safety	of	Medical	Treatment"	proposed	the	following	as	challenges	that	should	be	addressed:	

"safety	measures	at	medical	institutions,”	"improving	safety	relating	to	medications	and	medical	devices,”	"education	and	training	concerning	
medical	safety,”	and	"developing	an	environment	for	promoting	medical	safety.”

	 See	the	MHLW	website	("Reports"	page	in	the	section	on	medical	safety	measures)	(http://www.mhlw.go.jp/topics/bukyoku/isei/i-anzen/
houkoku/index.html).
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Subsequently, on September 21, 2004, the MHLW promulgated a ministerial ordinance that partially amended 
the Medical Care Act Enforcement Ordinance (Note 1), which obliged Special Functioning Hospitals to report 
medical adverse events. The JCQHC was registered under Public Notice of the Ministry of Health, Labour 
and Welfare No.372, dated October 1, 2004 (actual date of registration: September 30, 2004), and became 
a registered analysis center conducting projects to analyze adverse events as stipulated in the ministerial 
ordinance concerned. On September 14, 2009, with five years having passed since commencing operations, the 
JCQHC renewed its registration as a registered analysis center conducting projects to analyze adverse events, 
in accordance with Article 12 (5) of the Medical Care Act Enforcement Ordinance.

Moreover, in 2008, this project’s Management Committee (Note 2) and Comprehensive Evaluation Panel (Note 3) 

discussed revisions of the reporting system, from the perspective of reducing the reporting burden for medical 
institutions and creating an environment that makes reporting easier than before, while continuing to gather 
the information required in order to promote medical safety. Their findings were translated into reality and the 
collection of new medical adverse event information and medical near-miss event information began in 2010, 
along with the provision of information using the internet.

Background to the Project Implemented by the JCQHC
On July 1, 2004, the Center for Medical Adverse Event Prevention (currently the Division of Adverse Event 
Prevention) was established as a body affiliated to the JCQHC; on October 7, 2004, it began the statutory 
collection of medical adverse event information.  This division comprehensively analyzes medical near-
miss/adverse event information and compiles quarterly reports following summarization of the data by the 
Comprehensive Evaluation Panel, which is composed of various experts, based on the policy of the Medical 
Adverse Event Prevention Project Management Committee. Moreover, since 2006, Medical Safety Information 
has been compiled and distributed regarding events that the JCQHC feels should be common knowledge.

As well as sending quarterly reports and Medical Safety Information to medical institutions participating in 
this project, and related groups and government bodies, the JCQHC publishes details of its work more widely 
to society by such means as posting information on the JCQHC website (Note 4) .

(Note1) MHLW Ordinance No.133.
(Note2) Composed of general experts, as well as experts in fields such as general medicine and safety measures, this committee considers policies concerning the 

activities of the division, as well as evaluating the content of its activities.
(Note3) Composed of experts in various fields, this committee undertakes comprehensive evaluation and deliberations concerning the quarterly reports. Moreover, it 

provides technical support relating to analytical techniques and methods.
(Note4) See the Japan Council for Quality Health Care “Project to Collect Medical Near-miss/Adverse Event Information” website (http://www.med-safe.jp/).
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2. Outline of the Project to Collect Medical Near-miss/Adverse 
Event Information and Organizational Structure

This project consists of two projects: the Project to Collect, Analyze, and Provide Medical Adverse Event 
Information, and the Project to Collect, Analyze, and Provide Medical Near-miss event Information; an 
overview of the collection of information in these two projects is provided below:

[1] Outline of the Project to Collect, Analyze, and Provide Medical 
Adverse Event Information

(1) Objective 
The objective is to share with a wide range of medical institutions information that will be useful in formulating 
medical safety measures by collecting, analyzing and providing medical adverse event information reported 
by medical institutions subject to reporting requirements and voluntarily participating medical institutions, as 
well as further promoting medical safety measures through sharing information with the public.

(2) Collection of Medical Adverse Event Information

1. Medical Institutions 
The medical institutions included in the initiative are the following medical institutions subject to 
reporting requirements and voluntarily participating medical institutions.

 i) Medical Institutions Subject to Reporting Requirements (Note)

a)  National Centers for Advanced and Specialized Medical Care and National Hansen’s Disease 
Sanatorium

b) Hospitals run by the National Hospital Organization 

c)  Hospitals affiliated to universities governed by the School Education Act (not including their branch 
hospitals)

d) Special Functioning Hospitals

 ii) Voluntarily Participating Medical Institutions

Medical institutions subject to reporting requirements; other medical institutions that wish to participate 
can do so after completing the requisite registration procedures.

(Note) On September 21, 2004, the Ministry of Health, Labour and Welfare promulgated a ministerial ordinance to partially revise the enforcement ordinance for 
the Medical Care Act (Ministry of Health, Labour and Welfare Ordinance No. 133, 2004) to require National Centers for Advanced and Specialized Medical 
Care, National Hansen’s Disease Sanatorium, hospitals run by the National Hospital Organization, hospitals affiliated with universities (not including their 
branch hospitals) governed by the School Education Act No. 26, 1947 (not including their branch hospitals), and Special Functioning Hospitals  to report 
medical adverse events.

 For the “List of Medical Institutions Subject to Reporting Requirements,” see Japan Council for Quality Health Care, “Project to Collect Medical Near-miss/
Adverse Event Information” website (http://www.med-safe.jp/).
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2.Outline of the Project to Collect Medical Near-miss/Adverse Event Information and Organizational Structure

2. Information Reported as Medical Adverse Events
The medical adverse event information subject to reporting is as follows:

A.  Apparent errors in treatment or management that resulted in the patient’s death or mental or physical 
disability, or required unexpected treatment, treatment to an unexpected extent, or other medical 
procedure.

B.  Unapparent errors in treatment or management that resulted in the patient’s death or mental or physical 
disability, or required unexpected treatment, treatment to an unexpected extent, or other medical 
procedure (including events possibly associated with treatment or management provided; limited to 
unexpected events).

C.  Other than those described in A and B, information conducive to the prevention of medical adverse 
events and their recurrence at medical institutions.

Moreover, the following events are stipulated as being events that particularly require a report to be 
made, based on Article 14-2 (Note) of the Outline of the Project to Collect Medical Near-miss/Adverse Event 
Information.

Events Encouraged to Be Reported:

i) Accident due to use of contaminated drug/material/biologic product

ii) Death or disability due to nosocomial infection

iii) Suicide or attempted suicide of patient

iv) Disappearance of inpatient

v) Burn of patient

vi) Electric shock of patient 

vii) Death or disability of patient due to facility fire

viii) Handling over of infant to wrong parent

3. Reporting Methods and Reporting Deadlines
Reports on adverse events are submitted via the internet (SSL encrypted communication), using the 
dedicated online reporting screen. There are two reporting methods: direct input using the online 
reporting screen and reporting via the web after creating the data in the designated format. Moreover, the 
reports must, as a general rule, be made within two weeks of the adverse event in question occurring or 
within two weeks of becoming aware of the adverse event.

4. Report Form
There are two report forms: code selection form and description form. Code selection format is a 
method that involves the relevant code for the response being selected from a checklist or pull-down list. 
Description form is a method that involves inputting characters into free-text boxes.

(Note) Outline of the Project to Collect Medical Near-miss/Adverse Event Information Article 14-2 This division can stipulate the requisite reporting topics, in 
order to appropriately collect information concerning events that correspond to the scope of adverse events as prescribed in each item of the preceding 
paragraph.
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(3) The Analysis and Publication of Medical Adverse Event Information

1. Tabulation of Results
This was carried out by the Division of Adverse Event Prevention, Japan Council for Quality Health Care.

2. Publication of the Tabulated and Analyzed Results
Information is made available to interested parties and the general public through this report and via the 
Japan Council for Quality Health Care website.

(4) Education and Training Relating to the Collection of Medical Adverse Event 
Information

The JCQHC held the 7th Workshop on the Analysis and Reporting of Medical Adverse Events and the 8th 
Workshop on the Analysis and Reporting of Medical Adverse Events, in order to enable medical institutions 
participating voluntarily in this project to gain an understanding of the current status of the medical adverse 
event system; the workshop focused on an exercise in RCA, which is an analytical technique that is useful in 
identifying the root causes and background factors of medical adverse events. 

Moreover, after the workshops, the JCQHC conducted a questionnaire-based survey to ascertain the effects of 
the training, in terms of how participants were making use of this new knowledge in their medical institutions 
and any problems they had experienced.

1. 7th Workshop on Japanese and Overseas Medical Safety Measures
 (1) Overview of the Workshop

i)  Workshop date: Sunday January 30, 2011

ii)  Workshop venue: Lecture Hall, JCQHC

iii)  Target participants:

Those who meet the following two conditions and have not attended a workshop or received guidance 
concerning RCA.

a)  Those with responsibility for divisions in charge of managing medical safety at voluntarily 
participating medical institutions contributing to the Project to Collect Medical Near-miss/
Adverse Event Information.

b)  Medical Safety Managers or equivalent at voluntarily participating medical institutions 
contributing to the Project to Collect Medical Near-miss/Adverse Event Information.

iv) Program

a)  About the Project to Collect Medical Near-miss/Adverse Event Information 
Concerning Techniques for Analyzing Medical Adverse Events (RCA: Root Cause Analysis)

b) Lecture: RCA in Practice

 (2) Participation Status

Number of participants: 52 people (52 medical institutions)
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2.Outline of the Project to Collect Medical Near-miss/Adverse Event Information and Organizational Structure

2. 8th Workshop on Japanese and Overseas Medical Safety Measures
 (1) Overview of the Workshop

i)  Workshop date: Sunday October 16, 2011

ii)  Workshop venue: Lecture Hall, JCQHC

iii)  Target participants:

Those who meet the following two conditions and have not attended a workshop or received guidance 
concerning RCA.

a)  Those with responsibility for divisions in charge of managing medical safety at voluntarily 
participating medical institutions contributing to the Project to Collect Medical Near-miss/
Adverse Event Information.

b)  Medical Safety Managers or equivalent at voluntarily participating medical institutions 
contributing to the Project to Collect Medical Near-miss/Adverse Event Information.

iv) Program

a)  About the Project to Collect Medical Near-miss/Adverse Event Information 
Concerning Techniques for Analyzing Medical Adverse Events (RCA: Root Cause Analysis)

b) Lecture: RCA in Practice

 (2) Participation Status

Number of participants: 55 people (55 medical institutions)

3. Results of the Follow-up Survey of RCA Training Participants
The Comprehensive Evaluation Panel suggested that, while there was considerable demand from medical 
institutions for an exercise-based workshop concerning Root Cause Analysis (RCA), it might be wise to 
conduct a follow-up survey to ascertain how the participants were making use of what they had learned 
after returning to their medical institutions. 

Accordingly, approximately eight months after the workshop, we conducted a questionnaire-based survey 
among participants, to ascertain the effect of the training and any problems they had experienced.

 (1) Survey subjects

37 of the 52 participants in the 7th Workshop on the Analysis and Reporting of Medical Adverse Events 
(held on January 30, 2011) responded to the questionnaire (a response rate of 71.2%).

 (2) Date on which questionnaire was sent out

Monday October 24, 2011
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[2] Outline of the Project to Collect, Analyze, and Provide Medical Near-
miss Event Information

(1) Objective 

The objective of this project is to share with a wide range of medical institutions information that will be useful 
in formulating medical safety measures by collecting, analyzing and providing near-miss event information 
reported by voluntarily participating medical institutions, as well as further promoting medical safety measures 
through sharing information with the public.

(2) The Collection of Medical Near-miss Event Information

1. Medical Institutions 
The medical institutions included in the initiative are medical institutions participating in the Project to 
Collect Medical Near-miss/Adverse Event Information which have expressed a desire to participate in the 
Project to Collect, Analyze, and Provide Medical Near-miss Event Information.

2. Information Reported as Medical Near-miss Events
i)  Definition of “medical near-miss”

a) Erroneous medical procedures that were identified before actually being performed on patients.

b)  Erroneous medical procedures that were performed but were not deemed to have had an effect 
on the patient, or which required only minor treatment. However, minor treatment is defined as 
procedures such as disinfection, application of a compress, or administration of an analgesic.

c) Erroneous medical procedures that were performed, where the effect on the patient is unknown.

ii)   Medical institutions that gather “information on the number of occurrences” and 
“medical near-miss event information”

Medical near-miss event information includes two types of information: “information on the number 
of occurrences” and “medical near-miss event information.” The following explains the content of this 
information and the differences between the medical institutions gathering this information.

a) Information on the number of occurrences

Information on the number of occurrences that correspond to the definition of near-misses is collected 
from all medical institutions (note) that wish to participate in the Project to Collect, Analyze, and Provide 
Medical Near-miss event Information.

Information on the number of occurrences is classified based into categories of near-miss event that 
provide an overview, namely “drug,” “blood transfusion,” “treatment/procedure,” “medical device, 
etc,” “drainage tube or other tube,” “examination,” “nursing care,” and “others.” At the same time, the 
events are categorized based on whether or not any erroneous medical procedures were carried out and, 
if not, are further categorized according to impact, in terms of what kind of effect would the medical 
procedure in question have had on the patient if carried out (see the input screen for information on the 
number of occurrences); the number of occurrences in each category is reported.

The reporting period for information on the number of occurrences is the beginning to the end of 
the month after the end of each quarter (January - March, April - June, July - September, October - 
December).

(Note) For details of voluntarily participating medical institutions contributing to the Project to Collect Medical Near-miss Event Information, see the Japan 
Council for Quality Health Care Project to Collect Medical Near-miss/Adverse Event Information website (http://www.med-safe.jp/).
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[Input Screen for Information on the Number of Occurrences]

Items

Erroneous medical procedures

Total

Not performed

Performed

Effects 

if actions in question had been done

Patients would 
have died or had 
serious conditions

Patients would have 
required intensive 
procedure/treatment

Patients would have 
required minor 
procedure/treatment 
or would not have 
required any 
procedure/treatment 

(1) Drug
(2) Blood transfusion 
(3) Treatment/procedure
(4) Medical device, etc.
(5) Drainage tube or other 
tube
(6) Examination
(7) Nursing care
(8) Others
Total
Re-posted
[1] Events involving name 
or dosage form of drug
[2] Events involving drug
[3] Events involving 
medical device, etc.
[4] Current theme

Note) “Current theme” refers to events that correspond to the theme stipulated for each collection period.

b) Medical near-miss event Information

Medical near-miss event information that corresponds to items i) - v) below (see the section marked 
with a thick line on the input screen for number of occurrences) is collected from those medical 
institutions that wish to participate in the Project to Collect, Analyze, and Provide Medical Near-miss 
Event Information, which have also stated that they wish to report information about events.

(i)  Events that it is thought would have resulted in death or a serious situation if the treatment had 
actually taken place, 

(ii) Events involving the name or dosage forms of drug

(iii) Events involving the drug

(iv) Events involving medical device, etc.

(v) Events corresponding to the theme stipulated for each collection period (Figure I-2-1)
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Fig. I-2-1 Themes Stipulated for Each Collection Period
Quarterly 

Report
Month & Year of 

Occurrence Theme

25th January - March

○   Events resulting from inadequate transmission of information concerning patient drugs 
between multiple facilities, between hospital departments, and between sections

○   Events where, as a result of a meal-related error, the patient required minor treatment or 
the required examination or treatment was postponed or canceled (Note: excludes tube 
feeding)

27th April - June

○   Events resulting from inadequate transmission of information concerning patient drugs 
between multiple facilities, between hospital departments, and between sections

○   Events where, as a result of a meal-related error, the patient required minor treatment or 
the required examination or treatment was postponed or canceled (Note: excludes tube 
feeding)

28th July - September

○   Events resulting from inadequate transmission of information concerning patient drugs 
between multiple facilities, between hospital departments, and between sections

○   Events related to drugs self-administered by hospitalized patients (oral medication and 
injections only)

24th October - 
December

○   Events resulting from inadequate transmission of information concerning patient drugs 
between multiple facilities, between hospital departments, and between sections

○   Events related to drugs self-administered by hospitalized patients (oral medication and 
injections only)

There are 24 report items in regard to information about medical near-miss events, including “month, 
year and time period of occurrence,” “whether or not the medical procedure was actually carried 
out,” “the degree of treatment involved in the event and the effect on the patient,” “the location of the 
occurrence,” “the number of patients involved, their age(s) and their gender(s),” and “an overview of the 
event, details of the event, the circumstances in which it occurred, and the causes of the occurrence.”

The reporting period for medical near-miss event information is within one month after the date on 
which the event occurred or within one month after the date of becoming aware that the event occurred.

c) Reporting method

Reports on near-miss events are submitted via the internet (SSL encrypted communication), using the 
dedicated online reporting screen.

d) Report form

There are two report formats: code selection format and description format. Code selection format is 
a method that involves the relevant code for the response being selected from a checklist or pull-down 
list. Description format is a method that involves inputting characters into free-text boxes.

 (3) Analysis and Provision of Medical Near-miss Event Information

a) Tabulation of Results

This was carried out by the Division of Adverse Event Prevention, Japan Council for Quality Health 
Care.

b) Provision of Results

Information is made available to other interested parties and the general public through this report and 
on the Japan Council for Quality Health Care website (Note).

(Note) See the Japan Council for Quality Health Care “Project to Collect Medical Near-miss/Adverse Event Information” website (http://www.med-safe.jp/).
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[3]  Operational Structure of the Project to Collect Medical Near-miss/
Adverse Event Information

In order to guarantee the JCQHC’s neutrality and impartiality as a third-party organization gathering medical 
adverse event information, and ensure the smooth running of the project, we have established bodies such as 
committees and divisions under this division.

(1) Management Committee
Composed of 17 experts in general medicine or medical safety measures and general advisors (as of December 
31, 2011), this body considers policies concerning the activities of this division, as well as evaluating the content 
of its activities. It has been established as a subcommittee, in accordance with the articles of endowment of 
the JCQHC.

(2) Expert Division

(i) Comprehensive Evaluation Panel
Consisting of 13 experts in various fields (as of December 31, 2011), this committee undertakes comprehensive 
evaluation and deliberations concerning the Medical Safety Information (drafts) and Quarterly Reports (drafts) 
compiled by the “Expert Analysis Group” mentioned below. Moreover, it provides technical support relating to 
analytical techniques and methods.

(ii) Expert Analysis Groups
Consisting of medical professionals involved in medical safety and experts in safety management, these groups 
check, analyze and formulate measures relating to the reported events, and compile Quarterly Reports (drafts) 
and Medical Safety Information (drafts). If necessary, they gather the information required to conduct analysis 
and formulate countermeasures, and conduct on-site status confirmation surveys. 25 people (as of December 
31, 2011) conduct activities as members of the Expert Analysis Groups.

(3) Division of Adverse Event Prevention
The Division of Adverse Event Prevention is in charge of the Project to Collect Medical Near-miss/Adverse 
Event Information

This division deploys people with medical qualifications and visiting researchers to accept medical adverse 
event information and medical near-miss event information, gather information that is useful from a medical 
safety perspective, and formulate and publish Medical Safety Information and reports concerning this project. 
Moreover, if necessary, they conduct on-site status confirmation surveys in partnership with Expert Analysis 
Group members, in order to gather additional information.
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[4] Organization for Data Analysis and Information Provision 
The staff who handle the primary information that is reported are employees, visiting researchers and Expert 
Analysis Group members who are subject to this division’s confidentiality regulations. The primary information 
is anonymized by our staff and sent for analysis.

If necessary, the Expert Analysis Groups collect additional information and conduct studies of prior research, 
as well as checking the practice of medical institutions implementing advanced initiatives relating to relevant 
events. The Expert Analysis Groups synthesize this information and summarize the results of their analyses as 
quarterly reports (drafts) and Medical Safety Information (drafts), before submitting them to the Comprehensive 
Evaluation Panel. The Comprehensive Evaluation Panel considers the quarterly reports (drafts) submitted to 
it from an expert standpoint and finalize the reports and Medical Safety Information so that they can be 
published widely throughout society by the JCQHC.

Fig. I-2-2

   Director, Division of Adverse Event Prevention

Medical Adverse Event Prevention Project

Division of Adverse Event Prevention

Visiting
Researchers

Members of the 
Project to Collect 
Medical Near-
miss/Adverse 

Event Information

Management 
Committee

Expert Analysis 
Groups

Comprehen-
sive Evalua-
tion Panel

Guidance and 
advice concerning 
the management of 
the project

Analysis of events relating to 
such matters as drugs, 
medical devices and patient 
misidentification, etc.

Review and preparation of quarterly 
reports, etc.
Advice about analytical methods
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II Current Reporting Status

1 Project to Collect Medical Near-miss/Adverse Event 
Information

The Project to Collect Medical Near-miss/Adverse Event Information consists of two projects, the Project to 
Collect, Analyze, and Provide Medical Adverse Event Information and the Project to Collect, Analyze, and 
Provide Medical Near-miss Event Information.

The medical institutions participating in each project as of December 31, 2011 are shown below.

Fig. II-1-1    (YI-01) (Note) Registration Status of Voluntarily Participating Medical Institutions

Registration status

Project for medical near-misses

Total

Participating

Not participating
Number of 

occurrences 
and medical 

near-miss event 
information

Only number of 
occurrences

Project 
for 

medical 
adverse 
events

Required Participating 123
404

79
254

71
224

273
882

Voluntary
Participating 281 175 153 609

Not 
participating 169 224 393

Total
573 478

224 1,275
1,015

* See the 28th Quarterly Report. 

The current reporting status for each project is shown in 2 Report on the Project to Collect, Analyze, and 
Provide Medical Adverse Event Information and 3 Report on the Project to Collect, Analyze, and Provide 
Medical Near-miss Event Information.

(Note) The numbers in parentheses written with each figure indicate the number for that figure that is posted on the website. 
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2  Report on the Project to Collect, Analyze, and Provide 
Medical Adverse Event Information

This annual report contains three types of tabulated information.

A.   Details of Reports Made by Medical Institutions Subject to Reporting Requirement (by Month of Report)
Same tabulation as that Published quarterly

B.   Details of Reports Made by Medical Institutions Subject to Reporting Requirement (by Month of 
Occurrence)

C.   Details of Reports Made by Registered Medical Institutions (by Month of Report)

  Tabulation of information provided by all medical institutions participated in the project (medical 
institutions subject to reporting requirement and voluntarily participating medical institutions)

[1] Registered Medical Institutions
Medical adverse event information is provided by medical institutions subject to reporting requirement and 
voluntarily participating medical institutions whose participations are voluntary.

(1) Number of Medical Institutions Subject to Reporting Requirement and 
Voluntarily Participating Medical Institutions

The number of medical institutions participating in Project to Collect, Analyze, and Provide Medical Adverse 
Event Information as of December 31, 2011 is shown below.



- 51 -

II 

2-[1] Registered Medical Institutions

Fig. II-2-1     (YA-01) Number of Medical Institutions Subject to Reporting Requirement and 
Voluntarily Participating Medical Institutions

Parent organization
Medical 

institutions subject 
to reporting 

requirement(Note 1)

Voluntarily 
participating 

medical 
institutions(Note 2)

Government

National University Corporation etc. 45 1
National Hospital Organization 144 0
National Centers for Advanced and Specialized Medical 
Care 8 0

National Hansen’s Disease Sanatorium 13 0
Japan Labour Health and Welfare Organization 0 3
Other national organizations 0 0

Municipality

Prefecture 1 14
City/village 0 63
Japan Association of Municipal and Prefectural 
Municipality Colleges and Universities 9 1

Local independent administrative institutions 1 13

Parent 
organization of 
public medical 

institution other 
than municipality

Japan Red Cross 0 53
Saiseikai Imperial Gift Foundation 0 15
Hokkaido Social Welfare Association 0 1
National Welfare Federation of Agricultural Cooperatives 0 17
National Health Insurance Association Federation 0 1
All Japan Federation of Social Insurance Associations 0 38
Employees’ Pension Welfare Corporation 0 2
Japanese Crew Insurance Foundation 0 1
Health Insurance Union and their associations 0 1
Mutual Aid Associations and their associations 0 9
National Health Insurance Society 0 0

Corporation

School juridical organization 51 12
Healthcare corporation 0 258
Charitable organization 1 37
Company 0 11
Other corporation 0 25

Individual practitioner 0 33
Total 273 609

* Voluntarily participating medical institutions are those participating in the project other than medical institutions subject to reporting requirement. 

(Note 1) Details of the medical institutions subject to reporting requirement (273 institutions) are as follows: 
  A. National Centers for Advanced and Specialized Medical Care and National Hansen’s Disease Sanatorium 21 institutions
  B. National Hospital Organizations 144 institutions
  C. University hospitals governed by the School Education Act (not including branch hospitals) 105 institutions
  D. Special Functioning Hospitals  (including those categorized as A, B or C above) 84 institutions

(Note 2) Voluntarily participating medical institutions are those participating in the project other than medical institutions subject to reporting requirement. 
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(2) Changes in Number of Registration of Voluntarily Participating Medical 
Institutions

The changes in the number of registration of voluntarily participating medical institutions between January 1 
and December 31, 2011 are shown below.

Fig. II-2-2    (YA-02) Number of Registrations of Voluntarily Participating Medical Institutions
2011

January February March April May June July August September October November December

Number of 
voluntarily 
participating 
medical institutions

5 1 4 4 3 2 3 2 0 3 1 4

Number of 
rejected 
registrations

0 0 0 0 0 0 0 0 1 0 0 0

Accumulated total 583 584 588 592 595 597 600 602 601 604 605 609
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2-[2] Number of Reports

[2] Number of Reports
(1) Number of Monthly Report
The number of monthly reports made by medical institutions subject to reporting requirement and voluntarily 
participating medical institutions between January 1 and December 31, 2011 is shown below.

Fig. II-2-3      (YA-03) Number of Monthly Reports Made by Medical Institutions Subject to Reporting 
Requirement and Voluntarily Participating Medical Institutions

2011 Total
January February March April May June July August September October November December

Number of reports 
made by medical 
institutions subject 
to reporting 
requirement

210 196 322 134 145 351 220 202 202 186 142 173 2,483

Number of reports 
made by voluntarily 
participating medical 
institutions

41 8 11 40 27 24 39 16 31 41 17 21 316

Number of medical 
institutions subject 
to reporting 
requirement

272 272 272 272 272 272 272 272 272 273 273 273 -

Number of voluntarily 
participating medical 
institutions

583 584 588 592 595 597 600 602 601 604 605 609 -

(2) Medical Adverse Event Reporting Status
A. Reporting status of medical institutions subject to reporting requirement

Among medical institutions subject to reporting requirement as of December 31, 2011, the number of reporting 
medical institutions subject to reporting requirement and the number of reports made between January 1 
and December 31, 2011 are shown in Fig. II-2-4, tabulated numbers of reports made since the launch of the 
project by the parent organization are shown in Fig. II-2-5, those by the number of beds are shown in Fig. 
II-2-6, and those by region are shown in Fig. II-2-7. In addition, tabulated numbers of reporting medical 
institutions in the same period by number of reports are shown in Fig. II-2-8. Since there have been several 
changes in medical institutions since after the launch of the project including newly qualified reporting 
requirement or abolishment of medical institutions, medical institutions subject to reporting requirement 
have inconsistent numbers with other figures. As of December 31, 2011, the number of medical institutions 
subject to reporting requirement was 273, and the total number of beds at those institutions was 141,051. 

Fig. II-2-4     (YA-04) Number of Reporting Medical Institutions Subject to Reporting Requirement 
and Reports Made by the Parent organization

Parent organization

Number 
of medical 
institutions

(as of December 31, 
2011)

Number of 
reporting 
medical 

institutions

Number of 
reports

January to 
December, 2011

January to 
December, 2011

Government

National University Corporation 45 42 511
National Hospital Organization 144 116 990
National Centers for Advanced and 
Specialized Medical Care 8 8 90
National Hansen’s Disease 
Sanatorium 13 4 33

Municipality

Prefecture

11 7 152

City/village
Japan Association of Municipal 
and Prefectural Municipality 
Colleges and Universities
Local independent administrative 
institutions

Corporation
School juridical organization 51 30 705
Charitable organization 1 1 2

Total 273 208 2,483
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Fig. II-2-5      (QA-05) Number of Reports Made by Medical Institutions Subject to Reporting 
Requirement

Parent organization
Number of reports

October 2004 to 
December 2011

Government

National University Corporation etc. 2,410
National Hospital Organization 5,184
National Centers for Advanced and 
Specialized Medical Care 567

National Hansen’s Disease 
Sanatorium 129

Municipality

Prefecture

509

City/village
Japan Association of Municipal and 
Prefectural Municipality Colleges and 
Universities
Local independent administrative institutions

Corporation
School juridical organization 3,098
Charitable organization 2

Total 11,899
* See the 28th Quarterly Report.

Fig. II-2-6     (YA-05) Number of Reporting Medical Institutions Subject to Reporting Requirement 
and Reports Made by Number of Beds

Number of beds
Number of medical 

institutions
(As of December 31, 2011)

Number of reporting 
medical institutions Number of reports

January to December, 2011 January to December, 2011

  0 – 19 beds 0 0 0

20 – 49 beds 14 2 2

50 – 99 beds 5 1 1

100 – 149 beds 7 2 3

150 – 199 beds 6 5 21

200 – 249 beds 17 11 63

250 – 299 beds 14 8 63

300 – 349 beds 29 21 134

350 – 399 beds 15 15 98

400 – 449 beds 29 24 259

450 – 499 beds 17 15 163

500 – 549 beds 11 8 48

550 – 599 beds 9 7 90

600 – 649 beds 27 22 292

650 – 699 beds 6 6 107

700 – 749 beds 11 10 116

750 – 799 beds 2 0 0

800 – 849 beds 12 10 194

850 – 899 beds 4 4 28

900 – 999 beds 9 9 82

1000 beds or more 29 28 719

Total 273 208 2,483
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Fig. II-2-7      (YA-06) Number of Reporting Medical Institutions Subject to Reporting Requirement 
and Number of Reports by Region

Region
Number of medical 

institutions
(As of December 31, 2011)

Number of reporting 
medical institutions Number of reports

January to December, 2011 January to December, 2011

Hokkaido 10 7 29

Tohoku 24 17 127

Kanto/Koshinetsu 85 66 1,000

Tokai/Hokuriku 37 28 349

Kinki 35 30 250

Chugoku/Shikoku 36 31 472

Kyushu/Okinawa 46 29 256

Total 273 208 2,483

Fig. II-2-8      (YA-07) Number of Medical Institutions Subject to Reporting Requirement by Number 
of Reports

Number of reports
Number of reporting 
medical institutions

As of 
December 31, 2011

0 65
1 24
2 15
3 19
4 17
5 9
6 19
7 13
8 6
9 7
10 5

11 – 20 49
21 – 30 16
31 – 40 3
41 – 50 1

  51 – 100 3
101 – 150 1
151 – 200 0

200 or above 1
Total 273

2-[2] Number of Reports
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B.  Reporting status of voluntarily participating medical institutions

The number of voluntarily participating medical institutions as of December 31, 2011 and reports made 
by those institutions between January 1 and December 31, 2011 are shown in Fig. II-2-9 and tabulated 
number of reports made since the launch of the project by parent organization is shown in Fig. II-2-10. 

Fig. II-2-9     (YA-08) Number of Reporting Voluntarily Participating Medical Institutions and Number 
of Reports

Parent organization
Number of medical 

institutions
(As of December 31, 2011)

Number of reporting 
medical institutions Number of reports

January to December, 
2011

January to December, 
2011

Government 4 0 0
Municipality 91 20 74

Public medical institution 138 24 102
Corporation 343 41 139

Individual practitioner 33 1 1
Total 609 86 316

Fig. II-2-10    (QA-10) *Number of Reports Made by Voluntarily Participating Medical Institutions

Parent organization
Number of reports

October 2004 to 
December 2011

Government 1
Municipality 315

Public medical institution 509
Corporation 802

Individual practitioner 3
Total 1,630

*1 See the 28h Quarterly Report. 
*2 See the tabulation for October-December 2011 in the Project to Collect Medical Near-miss/Adverse Event Information on the JCQHC website. 
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2-[3] Details of Reports Made by Medical Institutions Subject to Reporting Requirement (by Month of Report)

[3] Details of Reports Made by Medical Institutions Subject to Reporting 
Requirement (by Month of Report)

The quarterly tabulation of reports made by medical institutions subject to reporting requirement 
between January 1 and December 31, 2011 is shown by month report below. 

Fig. II-2-11    (YA-28-A) Job Title of the Person Involved

Job title of the person 
involved (Note)

Number of event
January to

March April to June July to
September

October to
December Total

Doctor 303 302 355 276 1,236
Dentist 10 11 16 3 40
Nurse 536 479 445 366 1,826

Assistant nurse 8 4 5 10 27
Pharmacist 3 4 1 10 18

Clinical engineer 1 5 3 1 10
Midwife 1 1 1 1 4

Nursing assistant 3 1 5 2 11
Radiological technologist 2 6 2 7 17

Clinical technologist 4 2 2 2 10
Registered dietitian 0 1 0 0 1

Dietitian 0 0 0 0 0
Cook/kitchen staff 0 1 1 0 2

Physical therapist (PT) 4 1 5 3 13
Occupational therapist (OT) 1 3 0 1 5
Speech-language-hearing therapist (ST) 0 0 0 0 0

Medical technologist 0 0 0 0 0
Dental hygienist 0 0 0 0 0

Dental technologist 0 0 0 1 1
Others 9 13 3 5 30
Total 885 834 844 688 3,251

(Note) The person involved is a person determined by the medical institution to have been involved in the event occurred; more than 1 person may have been involved.
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Fig. II-2-12    (YA-29-A) Years of Experience of the Person Involved
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Less than 1 year 37 5 148 1 0 1 0 1 1 1 0 0 0 1 0 0 0 0 0 6 202

1 year 25 6 223 1 2 0 2 0 3 0 0 0 0 1 0 0 0 0 0 2 265

2 years 65 7 187 0 3 0 0 2 2 0 0 0 0 0 1 0 0 0 0 2 269

3 years 65 2 148 0 0 1 1 0 0 0 1 0 0 2 1 0 0 0 0 1 222

4 years 56 0 142 0 2 0 0 0 2 0 0 0 0 0 0 0 0 0 0 1 203

5 years 76 1 112 0 0 1 0 1 0 1 0 0 0 1 0 0 0 0 0 3 196

6 years 60 0 84 0 3 0 0 0 0 0 0 0 0 1 0 0 0 0 0 2 150

7 years 58 2 52 0 1 0 1 0 1 0 0 0 0 1 0 0 0 0 0 2 118

8 years 69 2 44 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 115

9 years 70 0 38 0 1 0 0 0 0 0 0 0 0 0 1 0 0 0 0 1 111

10 years 62 0 57 0 0 0 0 1 0 0 0 0 0 0 0 0 0 0 0 0 120

11 years 66 0 29 0 0 1 0 0 1 0 0 0 0 0 0 0 0 0 0 0 97

12 years 39 3 32 0 1 0 0 1 0 0 0 0 0 0 0 0 0 0 0 0 76

13 years 44 0 33 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 78

14 years 39 3 26 1 0 0 0 0 1 0 0 0 0 1 0 0 0 0 0 0 71

15 years 44 2 30 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 77

16 years 32 1 27 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 60

17 years 49 0 23 1 0 3 0 0 0 1 0 0 0 0 0 0 0 0 0 0 77

18 years 26 0 21 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 49

19 years 36 2 23 0 0 1 0 0 2 0 0 0 0 2 0 0 0 0 0 0 66

20 years 50 0 45 0 1 0 0 0 1 0 0 0 0 0 0 0 0 0 0 0 97

21 years 17 1 18 0 0 1 0 0 0 1 0 0 0 0 0 0 0 0 0 0 38

22 years 14 0 17 0 0 0 0 0 1 0 0 0 1 0 1 0 0 0 0 0 34

23 years 19 0 33 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 2 54

24 years 14 0 25 1 0 0 0 0 0 2 0 0 0 0 0 0 0 0 0 0 42

25 years 15 1 30 1 0 0 0 1 0 0 0 0 0 1 0 0 0 0 0 2 51

26 years 19 1 14 0 0 0 0 0 0 0 0 0 0 2 1 0 0 0 0 1 38

27 years 13 0 22 2 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 38

28 years 13 0 19 2 1 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 36

29 years 14 0 13 1 0 0 0 2 1 0 0 0 0 0 0 0 0 0 0 0 31

30 years 6 1 37 2 1 0 0 0 0 2 0 0 0 0 0 0 0 0 0 2 51

31 years 4 0 18 2 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 24

32 years 6 0 12 1 0 0 0 2 1 1 0 0 0 0 0 0 0 0 0 0 23

33 years 5 0 10 5 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 20

34 years 2 0 7 1 0 0 0 0 0 1 0 0 0 0 0 0 0 0 0 0 11

35 years 2 0 13 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 17

36 years 2 0 3 0 0 0 0 0 0 0 0 0 1 0 0 0 0 0 0 1 7

37 years 1 0 4 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 5

38 years 1 0 1 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 3

39 years 0 0 1 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 2

40 years or longer 1 0 5 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 7

Total 1,236 40 1,826 27 18 10 4 11 17 10 1 0 2 13 5 0 0 0 1 30 3,251

(Note) The person involved is a person determined by the medical institution to have been involved in the event occurred; more than 1 person may have been involved.
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II 

2-[3] Details of Reports Made by Medical Institutions Subject to Reporting Requirement (by Month of Report)

Fig. II-2-12    (YA-29-A) Years of Experience of the Person Involved
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Less than 1 year 37 5 148 1 0 1 0 1 1 1 0 0 0 1 0 0 0 0 0 6 202

1 year 25 6 223 1 2 0 2 0 3 0 0 0 0 1 0 0 0 0 0 2 265

2 years 65 7 187 0 3 0 0 2 2 0 0 0 0 0 1 0 0 0 0 2 269

3 years 65 2 148 0 0 1 1 0 0 0 1 0 0 2 1 0 0 0 0 1 222

4 years 56 0 142 0 2 0 0 0 2 0 0 0 0 0 0 0 0 0 0 1 203

5 years 76 1 112 0 0 1 0 1 0 1 0 0 0 1 0 0 0 0 0 3 196

6 years 60 0 84 0 3 0 0 0 0 0 0 0 0 1 0 0 0 0 0 2 150

7 years 58 2 52 0 1 0 1 0 1 0 0 0 0 1 0 0 0 0 0 2 118

8 years 69 2 44 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 115

9 years 70 0 38 0 1 0 0 0 0 0 0 0 0 0 1 0 0 0 0 1 111

10 years 62 0 57 0 0 0 0 1 0 0 0 0 0 0 0 0 0 0 0 0 120

11 years 66 0 29 0 0 1 0 0 1 0 0 0 0 0 0 0 0 0 0 0 97

12 years 39 3 32 0 1 0 0 1 0 0 0 0 0 0 0 0 0 0 0 0 76

13 years 44 0 33 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 78

14 years 39 3 26 1 0 0 0 0 1 0 0 0 0 1 0 0 0 0 0 0 71

15 years 44 2 30 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 77

16 years 32 1 27 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 60

17 years 49 0 23 1 0 3 0 0 0 1 0 0 0 0 0 0 0 0 0 0 77

18 years 26 0 21 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 49

19 years 36 2 23 0 0 1 0 0 2 0 0 0 0 2 0 0 0 0 0 0 66

20 years 50 0 45 0 1 0 0 0 1 0 0 0 0 0 0 0 0 0 0 0 97

21 years 17 1 18 0 0 1 0 0 0 1 0 0 0 0 0 0 0 0 0 0 38

22 years 14 0 17 0 0 0 0 0 1 0 0 0 1 0 1 0 0 0 0 0 34

23 years 19 0 33 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 2 54

24 years 14 0 25 1 0 0 0 0 0 2 0 0 0 0 0 0 0 0 0 0 42

25 years 15 1 30 1 0 0 0 1 0 0 0 0 0 1 0 0 0 0 0 2 51

26 years 19 1 14 0 0 0 0 0 0 0 0 0 0 2 1 0 0 0 0 1 38

27 years 13 0 22 2 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 38

28 years 13 0 19 2 1 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 36

29 years 14 0 13 1 0 0 0 2 1 0 0 0 0 0 0 0 0 0 0 0 31

30 years 6 1 37 2 1 0 0 0 0 2 0 0 0 0 0 0 0 0 0 2 51

31 years 4 0 18 2 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 24

32 years 6 0 12 1 0 0 0 2 1 1 0 0 0 0 0 0 0 0 0 0 23

33 years 5 0 10 5 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 20

34 years 2 0 7 1 0 0 0 0 0 1 0 0 0 0 0 0 0 0 0 0 11

35 years 2 0 13 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 17

36 years 2 0 3 0 0 0 0 0 0 0 0 0 1 0 0 0 0 0 0 1 7

37 years 1 0 4 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 5

38 years 1 0 1 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 3

39 years 0 0 1 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 2

40 years or longer 1 0 5 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 7

Total 1,236 40 1,826 27 18 10 4 11 17 10 1 0 2 13 5 0 0 0 1 30 3,251

(Note) The person involved is a person determined by the medical institution to have been involved in the event occurred; more than 1 person may have been involved.
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II Current Reporting Status

Fig. II-2-13    (YA-30-A) Number of Years Person Involved Has Been Working at the Current Department
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Less than 1 year 313 7 363 3 6 1 1 3 3 2 0 0 0 1 0 0 0 0 0 12 715

1 year 157 8 417 5 6 1 2 0 3 2 0 0 0 2 0 0 0 0 0 5 608

2 years 132 7 298 7 3 1 0 1 3 0 0 0 0 1 2 0 0 0 0 2 457

3 years 104 2 236 3 1 1 1 0 1 2 1 0 0 2 1 0 0 0 0 1 356

4 years 76 2 169 5 0 0 0 1 2 0 0 0 0 0 0 0 0 0 0 2 257

5 years 84 1 110 1 0 2 0 2 1 1 0 0 0 2 1 0 0 0 0 3 208

6 years 49 1 71 2 0 0 0 4 0 0 0 0 0 2 0 0 0 0 0 0 129

7 years 47 4 51 1 1 1 0 0 0 1 0 0 0 0 1 0 0 0 0 1 108

8 years 39 1 26 0 0 2 0 0 1 0 0 0 0 0 0 0 0 0 0 0 69

9 years 37 1 21 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 59

10 years 42 0 14 0 0 0 0 0 0 0 0 0 1 0 0 0 0 0 0 1 58

11 years 15 1 8 0 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 25

12 years 14 1 7 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 22

13 years 23 0 3 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 27

14 years 13 0 5 0 0 0 0 0 1 0 0 0 0 1 0 0 0 0 0 0 20

15 years 13 0 6 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0 0 0 20

16 years 11 2 4 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 17

17 years 13 0 4 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 17

18 years 13 1 2 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 17

19 years 10 1 0 0 0 0 0 0 2 0 0 0 0 1 0 0 0 0 0 0 14

20 years 6 0 0 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0 0 0 7

21 years 2 0 4 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 6

22 years 6 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 7

23 years 5 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 5

24 years 2 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 2

25 years 3 0 1 0 0 0 0 0 0 0 0 0 0 1 0 0 0 0 0 0 5

26 years 3 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 5

27 years 0 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1

28 years 0 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1

29 years 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1

30 years 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 2

31 years 1 0 0 0 0 0 0 0 0 0 0 0 1 0 0 0 0 0 0 0 2

32 years 0 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1

33 years 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

34 years 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

35 years 0 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 2

36 years 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1

37 years 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

38 years 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

39 years 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

40 years or longer 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

Total 1,236 40 1,826 27 18 10 4 11 17 10 1 0 2 13 5 0 0 0 1 30 3,251

(Note) The person involved is a person determined by the medical institution to have been involved in the event occurred; more than 1 person may have been involved.
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II 

2-[3] Details of Reports Made by Medical Institutions Subject to Reporting Requirement (by Month of Report)

Fig. II-2-13    (YA-30-A) Number of Years Person Involved Has Been Working at the Current Department
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Less than 1 year 313 7 363 3 6 1 1 3 3 2 0 0 0 1 0 0 0 0 0 12 715

1 year 157 8 417 5 6 1 2 0 3 2 0 0 0 2 0 0 0 0 0 5 608

2 years 132 7 298 7 3 1 0 1 3 0 0 0 0 1 2 0 0 0 0 2 457

3 years 104 2 236 3 1 1 1 0 1 2 1 0 0 2 1 0 0 0 0 1 356

4 years 76 2 169 5 0 0 0 1 2 0 0 0 0 0 0 0 0 0 0 2 257

5 years 84 1 110 1 0 2 0 2 1 1 0 0 0 2 1 0 0 0 0 3 208

6 years 49 1 71 2 0 0 0 4 0 0 0 0 0 2 0 0 0 0 0 0 129

7 years 47 4 51 1 1 1 0 0 0 1 0 0 0 0 1 0 0 0 0 1 108

8 years 39 1 26 0 0 2 0 0 1 0 0 0 0 0 0 0 0 0 0 0 69

9 years 37 1 21 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 59

10 years 42 0 14 0 0 0 0 0 0 0 0 0 1 0 0 0 0 0 0 1 58

11 years 15 1 8 0 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 25

12 years 14 1 7 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 22

13 years 23 0 3 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 27

14 years 13 0 5 0 0 0 0 0 1 0 0 0 0 1 0 0 0 0 0 0 20

15 years 13 0 6 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0 0 0 20

16 years 11 2 4 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 17

17 years 13 0 4 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 17

18 years 13 1 2 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 17

19 years 10 1 0 0 0 0 0 0 2 0 0 0 0 1 0 0 0 0 0 0 14

20 years 6 0 0 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0 0 0 7

21 years 2 0 4 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 6

22 years 6 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 7

23 years 5 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 5

24 years 2 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 2

25 years 3 0 1 0 0 0 0 0 0 0 0 0 0 1 0 0 0 0 0 0 5

26 years 3 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 5

27 years 0 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1

28 years 0 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1

29 years 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1

30 years 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 2

31 years 1 0 0 0 0 0 0 0 0 0 0 0 1 0 0 0 0 0 0 0 2

32 years 0 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1

33 years 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

34 years 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

35 years 0 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 2

36 years 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1

37 years 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

38 years 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

39 years 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

40 years or longer 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

Total 1,236 40 1,826 27 18 10 4 11 17 10 1 0 2 13 5 0 0 0 1 30 3,251

(Note) The person involved is a person determined by the medical institution to have been involved in the event occurred; more than 1 person may have been involved.
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Fig. II-2-14    (YA-35-A) Summary of Event

Summary of event
January to

March April to June July to
September

October to
December Total

Number 
of event % Number 

of event % Number 
of event % Number 

of event % Number 
of event %

Drug 70 9.6 77 12.2 41 6.6 39 7.8 227 9.1
Blood transfusion 4 0.5 0 0 1 0.2 1 0.2 6 0.2
Treatment/procedure 132 18.1 124 19.7 132 21.2 121 24.2 509 20.5
Medical device, etc. 19 2.6 20 3.2 39 6.3 16 3.2 94 3.8
Drainage tube or other tube 104 14.3 91 14.4 53 8.5 21 4.2 269 10.8
Examination 34 4.7 26 4.1 21 3.4 22 4.4 103 4.1
Nursing care 294 40.4 248 39.4 276 44.2 228 45.5 1,046 42.1
Others 71 9.8 44 7.0 61 9.8 53 10.6 229 9.2

Total 728 100.0 630 100.0 624 100.0 501 100.0 2,483 100.0

Fig. II-2-15    (YA-37-A) Severity of Event

Severity of event 
January to

March April to June July to
September

October to
December Total

Number 
of event % Number 

of event % Number 
of event % Number 

of event % Number 
of event %

Death 31 4.3 33 5.2 38 6.1 38 7.6 140 5.6
High potential of 
residual disability 65 8.9 62 9.8 69 11.1 60 12.0 256 10.3

Low potential of 
residual disability 179 24.6 168 26.7 186 29.8 141 28.1 674 27.1

No potential of residual 
disability 194 26.6 146 23.2 180 28.8 137 27.3 657 26.5

No disability 236 32.4 197 31.3 137 22.0 100 20.0 670 27.0
Unknown 23 3.2 24 3.8 14 2.2 25 5.0 86 3.5

Total 728 100.0 630 100.0 624 100.0 501 100.0 2,483 100.0
(Note 1) “Severity of event” is not necessarily associated with occurrence of event or negligence.
(Note 2) “Unknown” includes indefinite outcome at the time of reporting (within 2 weeks) and events of warning that did not affect patients’ conditions in any way.
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II 

Fig. II-2-16    (YA-40-A) Clinical Department

Clinical department
January to

March April to June July to
September

October to
December Total

Number 
of event % Number 

of event % Number 
of event % Number 

of event % Number 
of event %

Internal medicine 87 10.2 92 12.0 46 5.8 36 6.0 261 8.7
Anesthesiology 10 1.2 22 2.9 31 3.9 16 2.7 79 2.6
Cardiovascular 
medicine 39 4.6 48 6.3 46 5.8 29 4.8 162 5.4

Neurology 19 2.2 18 2.3 22 2.8 19 3.2 78 2.6
Respiratory tract medicine 50 5.9 30 3.9 35 4.4 41 6.9 156 5.2
Gastrointestinal medicine 45 5.3 47 6.1 46 5.8 51 8.5 189 6.3
Hematology 15 1.8 12 1.6 11 1.4 6 1.0 44 1.5
Circulatory surgery 4 0.5 5 0.7 6 0.8 8 1.3 23 0.8
Allergy 1 0.1 0 0 0 0 1 0.2 2 0.1
Rheumatism 0 0 4 0.5 3 0.4 4 0.7 11 0.4
Pediatrics 49 5.8 57 7.4 44 5.5 23 3.8 173 5.7
General surgery 77 9.0 57 7.4 45 5.6 30 5.0 209 6.9
Orthopedics 98 11.5 92 12.0 102 12.8 77 12.9 369 12.3
Plastic surgery 11 1.3 6 0.8 11 1.4 7 1.2 35 1.2
Cosmetic surgery 0 0 0 0 0 0 0 0 0 0
Neurosurgery 42 4.9 38 5.0 39 4.9 38 6.4 157 5.2
Respiratory surgery 9 1.1 8 1.0 16 2.0 12 2.0 45 1.5
Cardiovascular surgery 24 2.8 21 2.7 31 3.9 21 3.5 97 3.2
Pediatric surgery 7 0.8 7 0.9 10 1.3 0 0 24 0.8
Pain clinic 1 0.1 1 0.1 0 0 1 0.2 3 0.1
Dermatology 12 1.4 8 1.0 11 1.4 6 1.0 37 1.2
Urology 19 2.2 20 2.6 21 2.6 8 1.3 68 2.3
Venereology 0 0 0 0 0 0 0 0 0 0
Proctology 0 0 0 0 0 0 0 0 0 0
Gynecology/Obstetrics 10 1.2 4 0.5 7 0.9 11 1.8 32 1.1
Obstetrics 2 0.2 3 0.4 2 0.3 0 0 7 0.2
Gynecology 10 1.2 12 1.6 4 0.5 6 1.0 32 1.1
Ophthalmology 18 2.1 7 0.9 14 1.8 9 1.5 48 1.6
Otolaryngology 21 2.5 7 0.9 17 2.1 9 1.5 54 1.8
Psychosomatic 
medicine 0 0 1 0.1 1 0.1 0 0 2 0.1

Psychiatry 39 4.6 43 5.6 54 6.8 46 7.7 182 6.0
Rehabilitation 9 1.1 0 0 6 0.8 1 0.2 16 0.5
Radiology 9 1.1 16 2.1 13 1.6 19 3.2 57 1.9
Dentistry 0 0 2 0.3 0 0 4 0.7 6 0.2
Orthodontics 0 0 0 0 1 0.1 0 0 1 0
Pediatric dentistry 0 0 0 0 1 0.1 0 0 1 0
Dental/oral surgery 9 1.1 10 1.3 13 1.6 5 0.8 37 1.2
Unknown 3 0.4 0 0 0 0 0 0 3 0.1
Others 102 12.0 68 8.9 88 11.0 54 9.0 312 10.4

Total 851 100.0 766 100.0 797 100.0 598 100.0 3,012 100.0
 (Note) “Clinical department” may be more than one.
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Fig. II-2-17    (YA-41-A) Cause of Event

Cause of event 

January to
March

 April to 
June 

July to
September

October to
December Total

Number
of event % Number

of event % Number
of event % Number

of event % Number
of event %

Action of the person involved 811 49.5 780 46.9 739 46.9 657 45.8 2,987 47.4
Neglect to check 215 13.1 196 11.8 210 13.3 164 11.4 785 12.5
Neglect to observe 213 13.0 194 11.7 171 10.9 153 10.7 731 11.6
Delayed (neglected) reporting 12 0.7 14 0.8 11 0.7 13 0.9 50 0.8
Inadequate documentation 12 0.7 17 1.0 11 0.7 19 1.3 59 0.9
In adequate coordination 73 4.5 77 4.6 90 5.7 79 5.5 319 5.1
Inadequate (neglected) explanation to patient 105 6.4 95 5.7 85 5.4 74 5.2 359 5.7
Misjudgment 181 11.1 187 11.3 161 10.2 155 10.8 684 10.9

Human factors 281 17.2 281 17 257 16.3 279 19.5 1,098 17.4
Lack of knowledge 70 4.3 97 5.9 74 4.7 77 5.4 318 5.0
Deficiency of technique/skill 73 4.5 73 4.4 61 3.9 89 6.2 296 4.7
Busy working condition 57 3.5 44 2.7 52 3.3 56 3.9 209 3.3
Under unusual physical condition 10 0.6 9 0.5 8 0.5 11 0.8 38 0.6
Under unusual psychological condition 15 0.9 6 0.4 14 0.9 19 1.3 54 0.9
Others 56 3.4 52 3.1 48 3.0 27 1.9 183 2.9

Environment/facilities and devices 259 15.8 255 15.4 298 18.9 245 17.1 1,057 16.8
Computerized system 17 1.0 20 1.2 6 0.4 9 0.6 52 0.8
Drug 13 0.8 16 1.0 18 1.1 17 1.2 64 1.0
Medical device 30 1.8 26 1.6 50 3.2 30 2.1 136 2.2
Facility 26 1.6 25 1.5 27 1.7 24 1.7 102 1.6
Other items 16 1.0 19 1.1 16 1.0 20 1.4 71 1.1
Patient side 128 7.8 121 7.3 152 9.7 120 8.4 521 8.3
Others 29 1.8 28 1.7 29 1.8 25 1.7 111 1.8

Others 286 17.5 340 20.5 280 17.9 252 17.6 1,158 18.4
Education/training 107 6.5 187 11.3 108 6.9 110 7.7 512 8.1
System 11 0.7 19 1.1 20 1.3 25 1.7 75 1.2
Inadequate rules 44 2.7 46 2.8 41 2.6 44 3.1 175 2.8
Others 124 7.6 88 5.3 111 7.1 73 5.1 396 6.3

Total 1,637 100.0 1,656 100.0 1,574 100.0 1,433 100.0 6,300 100.0
(Note)  “Cause of event” may be more than one.

Fig. II-2-18    (YA-42-A) Events Encouraged to Be Reported

Events encouraged to be 
reported

January to
March

April to 
June

July to
September

October to
December Total

Number 
of event % Number 

of event % Number 
of event % Number 

of event % Number 
of event %

Accident due to use of contaminated 
drug/material/biologic product 0 0 2 0.3 1 0.2 0 0 3 0.1

Death or disability due to nosocomial infection 0 0 0 0 1 0.2 0 0 1 0

Suicide or attempted suicide of patient 13 1.8 14 2.2 14 2.2 11 2.2 52 2.1

Disappearance of inpatient 3 0.4 2 0.3 2 0.3 1 0.2 8 0.3

Burn of patient 10 1.4 6 1 6 1 8 1.6 30 1.2

Electric shock of patient 0 0 0 0 0 0 0 0 0 0

Death or disability of patient due to facility fire 0 0 0 0 0 0 0 0 0 0

Handling over of infant to wrong parent 1 0.1 0 0 0 0 0 0 1 0
No applicable option 701 96.3 606 96.2 600 96.2 481 96.0 2,388 96.2

Total 728 100.0 630 100.0 624 100.0 501 100.0 2,483 100.0
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Fig. II-2-19    (YA-64-A) Situation and Severity of Event

Situation × Severity of event

Death High potential of residual 
disability

Low potential of residual 
disability

No potential of residual 
disability No disability Unknown

Aggregate
total
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Related to drug 227
Hand-written prescription 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 0 1 0 0 0 0 0 1
Order given for a prescription to be written 0 0 0 0 0 0 1 0 0 1 3 3 0 0 6 1 2 1 0 4 0 1 2 0 3 0 1 0 0 1 15
Verbal prescription 0 0 0 0 0 0 0 0 0 0 0 1 0 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1
Hand-written change of prescription 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 1 0 0 0 0 0 1
Order given for a prescription to be changed 0 0 0 1 1 0 0 0 0 0 0 1 0 0 1 0 1 1 0 2 1 0 0 0 1 0 0 0 1 1 6
Verbal change of prescription 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 0 0 0 0 0 1
Prescription, others 0 0 0 0 0 0 0 0 0 0 0 1 0 0 1 1 0 2 0 3 0 0 0 1 1 0 0 0 0 0 5
Oral drug dispensing 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 0 1 1 0 2 0 0 0 1 1 0 0 0 0 0 4
Injection dispensing 1 0 0 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 1 2 0 0 0 0 0 3
Blood product dispensing 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
External application dispensing 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1
Dispensing, others 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 0 1 0 0 1 0 1 0 0 0 1 1 3
Oral drug management 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Injection drug management 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 1 0 0 0 0 0 1
Blood product management 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
External medicine management 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Drug product management, others 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 1 0 0 0 1 0 0 0 0 0 2
Drug preparation 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 1 0 3 1 0 0 0 1 4
Subcutaneous/intramuscular injection 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 4 5 0 0 9 0 0 0 1 1 11
Intravenous injection 0 1 0 0 1 1 0 0 1 2 2 1 1 0 4 5 1 2 2 10 8 1 2 1 12 0 1 0 1 2 31
Arterial injection 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 0 0 0 0 0 0 0 0 1 1 2
Peripheral intravenous infusion 0 0 0 0 0 1 0 0 2 3 2 2 0 0 4 2 0 4 1 7 12 21 3 3 39 0 0 0 1 1 54
Central venous injection 0 0 1 0 1 0 0 0 0 0 1 0 1 0 2 0 1 2 0 3 0 0 1 2 3 1 0 0 1 2 11
Oral administration 0 1 1 0 2 0 0 0 0 0 1 1 2 5 9 1 2 3 2 8 10 17 2 4 33 0 0 0 0 0 52
External application 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Suppository 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Inhalant 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 1 0 0 0 0 0 1
Nose drop/eye drop/ ear drop 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 0 2 0 0 0 0 0 2
Other drug administration 0 0 0 0 0 1 0 0 1 2 3 0 1 0 4 0 3 0 0 3 0 2 2 1 5 1 0 0 0 1 15

Related to blood transfusion 6
Hand-written prescription 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Order given for a prescription to be written 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 0 0 0 0 0 1
Verbal prescription 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Hand-written change of prescription 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Order given for a prescription to be changed 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Verbal change of prescription 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Prescription, others 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Preparation 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Practice 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 2 0 0 0 2 0 0 0 0 0 2
Transfusion examination, others 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Preparation 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Practice 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Irradiation, others 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Product delivery 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Transfusion preparation, others 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Practice 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 0 1 1 0 0 1 2 0 0 0 0 0 3
Transfusion practice, others 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

Related to treatment/procedure 509
Hand-written orders 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Order given for orders to be written 0 0 0 0 0 0 0 0 1 1 0 0 0 1 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 2
Verbal orders 0 0 0 0 0 0 0 0 0 0 0 3 0 0 3 1 0 0 0 1 0 0 0 1 1 0 0 0 0 0 5
Hand-written change of orders 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

(Note 1) “Severity of event” is not necessarily associated with occurrence of event or negligence.
(Note 2) “Unknown” includes indefinite outcome at the time of reporting (within 2 weeks) and events of warning that did not affect patients’ conditions in any way.
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Fig. II-2-19    (YA-64-A) Situation and Severity of Event

Situation × Severity of event

Death High potential of residual 
disability

Low potential of residual 
disability

No potential of residual 
disability No disability Unknown

Aggregate
total
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Related to drug 227
Hand-written prescription 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 0 1 0 0 0 0 0 1
Order given for a prescription to be written 0 0 0 0 0 0 1 0 0 1 3 3 0 0 6 1 2 1 0 4 0 1 2 0 3 0 1 0 0 1 15
Verbal prescription 0 0 0 0 0 0 0 0 0 0 0 1 0 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1
Hand-written change of prescription 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 1 0 0 0 0 0 1
Order given for a prescription to be changed 0 0 0 1 1 0 0 0 0 0 0 1 0 0 1 0 1 1 0 2 1 0 0 0 1 0 0 0 1 1 6
Verbal change of prescription 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 0 0 0 0 0 1
Prescription, others 0 0 0 0 0 0 0 0 0 0 0 1 0 0 1 1 0 2 0 3 0 0 0 1 1 0 0 0 0 0 5
Oral drug dispensing 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 0 1 1 0 2 0 0 0 1 1 0 0 0 0 0 4
Injection dispensing 1 0 0 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 1 2 0 0 0 0 0 3
Blood product dispensing 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
External application dispensing 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1
Dispensing, others 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 0 1 0 0 1 0 1 0 0 0 1 1 3
Oral drug management 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Injection drug management 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 1 0 0 0 0 0 1
Blood product management 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
External medicine management 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Drug product management, others 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 1 0 0 0 1 0 0 0 0 0 2
Drug preparation 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 1 0 3 1 0 0 0 1 4
Subcutaneous/intramuscular injection 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 4 5 0 0 9 0 0 0 1 1 11
Intravenous injection 0 1 0 0 1 1 0 0 1 2 2 1 1 0 4 5 1 2 2 10 8 1 2 1 12 0 1 0 1 2 31
Arterial injection 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 0 0 0 0 0 0 0 0 1 1 2
Peripheral intravenous infusion 0 0 0 0 0 1 0 0 2 3 2 2 0 0 4 2 0 4 1 7 12 21 3 3 39 0 0 0 1 1 54
Central venous injection 0 0 1 0 1 0 0 0 0 0 1 0 1 0 2 0 1 2 0 3 0 0 1 2 3 1 0 0 1 2 11
Oral administration 0 1 1 0 2 0 0 0 0 0 1 1 2 5 9 1 2 3 2 8 10 17 2 4 33 0 0 0 0 0 52
External application 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Suppository 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Inhalant 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 1 0 0 0 0 0 1
Nose drop/eye drop/ ear drop 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 0 2 0 0 0 0 0 2
Other drug administration 0 0 0 0 0 1 0 0 1 2 3 0 1 0 4 0 3 0 0 3 0 2 2 1 5 1 0 0 0 1 15

Related to blood transfusion 6
Hand-written prescription 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Order given for a prescription to be written 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 0 0 0 0 0 1
Verbal prescription 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Hand-written change of prescription 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Order given for a prescription to be changed 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Verbal change of prescription 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Prescription, others 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Preparation 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Practice 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 2 0 0 0 2 0 0 0 0 0 2
Transfusion examination, others 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Preparation 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Practice 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Irradiation, others 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Product delivery 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Transfusion preparation, others 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Practice 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 0 1 1 0 0 1 2 0 0 0 0 0 3
Transfusion practice, others 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

Related to treatment/procedure 509
Hand-written orders 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Order given for orders to be written 0 0 0 0 0 0 0 0 1 1 0 0 0 1 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 2
Verbal orders 0 0 0 0 0 0 0 0 0 0 0 3 0 0 3 1 0 0 0 1 0 0 0 1 1 0 0 0 0 0 5
Hand-written change of orders 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

(Note 1) “Severity of event” is not necessarily associated with occurrence of event or negligence.
(Note 2) “Unknown” includes indefinite outcome at the time of reporting (within 2 weeks) and events of warning that did not affect patients’ conditions in any way.
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Situation × Severity of event

Death High potential of residual 
disability

Low potential of residual 
disability

No potential of residual 
disability No disability Unknown

Aggregate
total
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Order given for orders to be changed 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Verbal change of order 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Order, others 0 0 0 0 0 0 3 3 1 7 6 6 3 3 18 1 1 1 5 8 0 0 0 0 0 0 0 0 0 0 33
Management 2 2 3 3 10 4 3 1 2 10 3 4 2 2 11 2 2 0 3 7 2 1 4 3 10 0 0 0 0 0 48
Management, others 3 0 0 1 4 0 0 1 1 2 0 0 0 0 0 0 0 0 2 2 0 1 0 0 1 0 0 0 0 0 9
Preparation 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 1 0 0 1 1 0 0 0 1 0 0 0 0 0 3
Preparation, others 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Conducting 4 8 3 8 23 16 17 17 13 63 31 31 33 19 114 26 21 28 21 96 19 10 21 21 71 5 4 5 2 16 383
Treatment/procedure, others 0 0 0 1 1 0 1 4 0 5 0 1 0 0 1 5 3 1 1 10 1 0 2 5 8 0 1 0 0 1 26

Related to use/management of medical device and materials 94
Hand-written orders 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 0 0 0 0 0 0 0 0 0 1
Order given for orders to be written 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Verbal order 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 1 0 1 0 2 0 0 0 0 0 3
Hand-written change of orders 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Order given for orders to be changed 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Verbal change of order 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Order, others 0 0 0 0 0 0 0 0 1 1 0 1 0 0 1 1 1 1 1 4 0 0 0 0 0 0 0 0 0 0 6
Management 0 0 0 0 0 0 0 0 0 0 1 1 2 0 4 0 0 1 1 2 1 1 1 0 3 0 0 0 0 0 9
Preparation 0 0 0 0 0 0 0 0 0 0 0 1 0 0 1 1 0 0 0 1 3 0 0 0 3 0 0 0 0 0 5
While using 1 2 1 1 5 1 3 1 1 6 1 1 3 4 9 3 2 11 2 18 4 7 16 4 31 1 0 0 0 1 70

Related to use/management of drainage tube or other tube 269
Hand-written orders 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Order given for order to be written 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 0 0 1 0 1 0 1 0 0 1 0 0 0 0 0 3
Verbal order 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 2 0 0 0 0 0 0 0 0 0 0 2
Hand-written change of orders 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Order given for orders to be changed 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Verbal change of order 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Order, others 0 0 0 0 0 1 0 0 1 2 2 0 2 1 5 1 1 0 0 2 0 1 0 0 1 0 0 0 0 0 10
Management 0 0 1 2 3 1 0 0 0 1 1 7 2 0 10 6 5 2 1 14 2 4 6 0 12 1 0 0 1 2 42
Preparation 1 0 0 0 1 0 0 0 0 0 0 0 1 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 2
While using 3 2 0 0 5 2 3 0 1 6 8 6 6 8 28 13 17 9 4 43 62 39 19 2 122 0 4 2 0 6 210

Related to examination 103
Hand-written orders 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 0 0 0 0 1
Order given for orders to be written 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 0 0 0 0 1
Verbal order 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 0 1 0 0 0 0 0 0 0 0 0 0 1
Change of order by hand 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Order given for orders to be changed 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Verbal change of order 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Order, others 0 0 0 0 0 0 0 0 0 0 3 3 2 2 10 2 1 2 0 5 0 0 0 0 0 0 0 0 0 0 15
Management 0 0 1 0 1 0 1 0 0 1 0 0 1 0 1 1 0 0 0 1 1 1 2 0 4 0 0 0 0 0 8
Preparation 0 0 0 0 0 0 0 0 0 0 1 0 0 0 1 0 0 1 0 1 1 1 1 1 4 0 0 0 0 0 6
While conducting 1 0 0 4 5 2 3 3 4 12 9 3 2 3 17 5 4 3 3 15 5 8 2 2 17 2 1 1 1 5 71

Related to nursing care 1,046
Hand-written plans or orders 0 0 0 0 0 1 1 0 1 3 0 0 1 0 1 0 0 1 0 1 0 0 0 1 1 0 0 0 0 0 6
Order given for plans or orders to be written 0 0 0 0 0 0 0 0 0 0 1 0 1 0 2 2 1 0 0 3 0 1 0 0 1 0 0 0 0 0 6
Verbal plan or order 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 2 2 0 0 0 0 0 0 0 0 0 0 2
Hand-written change of plans or orders 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Order given for plans or orders to be changed 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Verbal change of plans or orders 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Plans/orders, others 0 0 0 0 0 0 0 1 1 2 5 1 5 2 13 2 2 2 1 7 0 1 0 0 1 0 0 0 0 0 23
Management 7 7 10 6 30 12 7 18 7 44 40 34 49 45 168 42 30 37 26 135 48 44 17 12 121 4 4 1 4 13 511
Preparation 0 0 0 0 0 0 0 1 0 1 2 2 1 0 5 0 1 2 1 4 0 0 1 0 1 0 0 0 0 0 11
While conducting 1 1 8 4 14 12 8 7 10 37 35 44 41 35 155 50 31 47 42 170 24 21 21 22 88 6 7 4 6 23 487

Others 7 9 9 7 32 10 11 12 11 44 18 9 22 9 58 17 10 11 13 51 18 4 6 9 37 1 1 1 4 7 229
Total 31 33 38 38 140 65 62 69 60 256 179 168 186 141 674 194 146 180 137 657 236 197 137 100 670 23 24 14 25 86 2,483



- 69 -

II 

Situation × Severity of event

Death High potential of residual 
disability

Low potential of residual 
disability

No potential of residual 
disability No disability Unknown
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Order given for orders to be changed 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Verbal change of order 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Order, others 0 0 0 0 0 0 3 3 1 7 6 6 3 3 18 1 1 1 5 8 0 0 0 0 0 0 0 0 0 0 33
Management 2 2 3 3 10 4 3 1 2 10 3 4 2 2 11 2 2 0 3 7 2 1 4 3 10 0 0 0 0 0 48
Management, others 3 0 0 1 4 0 0 1 1 2 0 0 0 0 0 0 0 0 2 2 0 1 0 0 1 0 0 0 0 0 9
Preparation 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 1 0 0 1 1 0 0 0 1 0 0 0 0 0 3
Preparation, others 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Conducting 4 8 3 8 23 16 17 17 13 63 31 31 33 19 114 26 21 28 21 96 19 10 21 21 71 5 4 5 2 16 383
Treatment/procedure, others 0 0 0 1 1 0 1 4 0 5 0 1 0 0 1 5 3 1 1 10 1 0 2 5 8 0 1 0 0 1 26

Related to use/management of medical device and materials 94
Hand-written orders 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 0 0 0 0 0 0 0 0 0 1
Order given for orders to be written 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Verbal order 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 1 0 1 0 2 0 0 0 0 0 3
Hand-written change of orders 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Order given for orders to be changed 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Verbal change of order 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Order, others 0 0 0 0 0 0 0 0 1 1 0 1 0 0 1 1 1 1 1 4 0 0 0 0 0 0 0 0 0 0 6
Management 0 0 0 0 0 0 0 0 0 0 1 1 2 0 4 0 0 1 1 2 1 1 1 0 3 0 0 0 0 0 9
Preparation 0 0 0 0 0 0 0 0 0 0 0 1 0 0 1 1 0 0 0 1 3 0 0 0 3 0 0 0 0 0 5
While using 1 2 1 1 5 1 3 1 1 6 1 1 3 4 9 3 2 11 2 18 4 7 16 4 31 1 0 0 0 1 70

Related to use/management of drainage tube or other tube 269
Hand-written orders 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Order given for order to be written 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 0 0 1 0 1 0 1 0 0 1 0 0 0 0 0 3
Verbal order 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 2 0 0 0 0 0 0 0 0 0 0 2
Hand-written change of orders 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Order given for orders to be changed 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Verbal change of order 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Order, others 0 0 0 0 0 1 0 0 1 2 2 0 2 1 5 1 1 0 0 2 0 1 0 0 1 0 0 0 0 0 10
Management 0 0 1 2 3 1 0 0 0 1 1 7 2 0 10 6 5 2 1 14 2 4 6 0 12 1 0 0 1 2 42
Preparation 1 0 0 0 1 0 0 0 0 0 0 0 1 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 2
While using 3 2 0 0 5 2 3 0 1 6 8 6 6 8 28 13 17 9 4 43 62 39 19 2 122 0 4 2 0 6 210

Related to examination 103
Hand-written orders 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 0 0 0 0 1
Order given for orders to be written 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 0 0 0 0 1
Verbal order 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 0 1 0 0 0 0 0 0 0 0 0 0 1
Change of order by hand 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Order given for orders to be changed 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Verbal change of order 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Order, others 0 0 0 0 0 0 0 0 0 0 3 3 2 2 10 2 1 2 0 5 0 0 0 0 0 0 0 0 0 0 15
Management 0 0 1 0 1 0 1 0 0 1 0 0 1 0 1 1 0 0 0 1 1 1 2 0 4 0 0 0 0 0 8
Preparation 0 0 0 0 0 0 0 0 0 0 1 0 0 0 1 0 0 1 0 1 1 1 1 1 4 0 0 0 0 0 6
While conducting 1 0 0 4 5 2 3 3 4 12 9 3 2 3 17 5 4 3 3 15 5 8 2 2 17 2 1 1 1 5 71

Related to nursing care 1,046
Hand-written plans or orders 0 0 0 0 0 1 1 0 1 3 0 0 1 0 1 0 0 1 0 1 0 0 0 1 1 0 0 0 0 0 6
Order given for plans or orders to be written 0 0 0 0 0 0 0 0 0 0 1 0 1 0 2 2 1 0 0 3 0 1 0 0 1 0 0 0 0 0 6
Verbal plan or order 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 2 2 0 0 0 0 0 0 0 0 0 0 2
Hand-written change of plans or orders 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Order given for plans or orders to be changed 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Verbal change of plans or orders 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Plans/orders, others 0 0 0 0 0 0 0 1 1 2 5 1 5 2 13 2 2 2 1 7 0 1 0 0 1 0 0 0 0 0 23
Management 7 7 10 6 30 12 7 18 7 44 40 34 49 45 168 42 30 37 26 135 48 44 17 12 121 4 4 1 4 13 511
Preparation 0 0 0 0 0 0 0 1 0 1 2 2 1 0 5 0 1 2 1 4 0 0 1 0 1 0 0 0 0 0 11
While conducting 1 1 8 4 14 12 8 7 10 37 35 44 41 35 155 50 31 47 42 170 24 21 21 22 88 6 7 4 6 23 487

Others 7 9 9 7 32 10 11 12 11 44 18 9 22 9 58 17 10 11 13 51 18 4 6 9 37 1 1 1 4 7 229
Total 31 33 38 38 140 65 62 69 60 256 179 168 186 141 674 194 146 180 137 657 236 197 137 100 670 23 24 14 25 86 2,483

2-[3] Details of Reports Made by Medical Institutions Subject to Reporting Requirement (by Month of Report)



II Current Reporting Status
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Fig. II-2-20    (YA-65-A) Details of Event and Severity of Event

Details of event × Severity of event

Death High potential of residual 
disability

Low potential of residual 
disability

No potential of residual 
disability No disability Unknown
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total
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Related to drug 227
Forgot to prescribe 0 0 0 0 0 0 0 0 0 0 0 1 0 0 1 0 0 0 0 0 0 1 0 0 1 0 0 0 0 0 2
Prescription delay 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Dose error 0 0 0 1 1 0 0 0 0 0 0 0 1 0 1 0 1 2 0 3 0 1 1 1 3 0 0 0 0 0 8
Double prescription 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Prescription of contraindicated drug 0 0 0 0 0 0 0 0 0 0 0 1 0 0 1 1 2 0 0 3 0 0 1 0 1 0 0 0 0 0 5
Misidentification of patient to receive the prescription 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 0 0 0 0 0 0 0 0 0 1
Mix-up in the prescribed drug 0 0 0 0 0 0 1 0 0 1 1 0 0 0 1 0 0 1 0 1 0 0 1 0 1 0 1 0 0 1 5
Wrong unit prescribed 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Wrong dosing method prescribed 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Prescription, others 0 0 0 0 0 0 0 0 0 0 1 2 0 0 3 0 0 2 0 2 2 2 0 0 4 0 0 0 1 1 10
Forgot to dispense 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Prescription/prescription for injection checking error 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Dispensing error in weighing 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 0 0 1 1 2
Error in dose/number 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Error in packaging 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Dispensing error in standard 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 0 0 0 0 0 0 0 0 0 0 1
Dispensing error in unit 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 1 2 0 0 0 0 0 2
Dispensing error in drug 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Wrong instructions 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Misidentification of patient to be delivered the drug/product 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Wrong delivery of drug/product 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1
Delivery of expired product 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Dispensing, others 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 0 1 0 0 0 0 0 0 0 0 0 0 1
Wrong description on drug bag/bottle 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Foreign object mixed in 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Bacterial contamination 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Expired product 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 1 0 0 0 0 0 1
Product management, others 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 1 0 0 0 1 0 0 0 0 0 2
Overdosing preparation 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 1 0 0 0 0 0 0 0 0 0 0 1
Underdosing preparation 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Wrong dosing time/date 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 0 0 0 0 1
Double dosing 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Dosing of contraindicated drug 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Dosing speed too fast 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Dosing speed too slow 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 0 1 1
Patient misidentification 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Drug mix-up 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 0 0 0 0 0 1
Wrong unit 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Wrong dosing method 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Neglected to dose 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Wrong mixture 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 1 0 0 0 0 0 1
Dosing preparation, others 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 0 2 0 0 0 0 0 2
Overdose 0 0 1 0 1 1 0 0 2 3 3 3 1 1 8 3 1 4 0 8 0 8 5 2 15 0 0 0 0 0 35
Underdose 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 2 0 1 3 0 0 0 0 0 3
Wrong dosing time/date 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 0 2 0 0 0 0 0 2
Double dosing 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 3 0 0 3 0 0 0 0 0 4
Dosing of contraindicated drug 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 2 1 0 0 1 2 0 0 0 0 0 4
Dosing speed too fast 0 0 1 0 1 0 0 0 0 0 0 0 0 0 0 1 0 1 0 2 7 7 0 0 14 0 0 0 2 2 19
Dosing speed too slow 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 2 0 0 0 0 0 2
Patient misidentification 0 0 0 0 0 0 0 0 0 0 1 1 1 0 3 2 1 2 1 6 3 0 0 0 3 0 0 0 1 1 13
Drug mix-up 0 0 0 0 0 0 0 0 0 0 1 0 1 0 2 1 1 0 0 2 3 3 1 0 7 2 0 0 0 2 13
Wrong unit 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 2 0 0 0 2 0 0 0 0 0 2

(Note 1) “Severity of event” is not necessarily associated with occurrence of event or negligence.
(Note 2) “Unknown” includes indefinite outcome at the time of reporting (within 2 weeks) and events of warning that did not affect patients’ conditions in any way.
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2-[3] Details of Reports Made by Medical Institutions Subject to Reporting Requirement (by Month of Report)

Fig. II-2-20    (YA-65-A) Details of Event and Severity of Event

Details of event × Severity of event

Death High potential of residual 
disability

Low potential of residual 
disability

No potential of residual 
disability No disability Unknown
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Related to drug 227
Forgot to prescribe 0 0 0 0 0 0 0 0 0 0 0 1 0 0 1 0 0 0 0 0 0 1 0 0 1 0 0 0 0 0 2
Prescription delay 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Dose error 0 0 0 1 1 0 0 0 0 0 0 0 1 0 1 0 1 2 0 3 0 1 1 1 3 0 0 0 0 0 8
Double prescription 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Prescription of contraindicated drug 0 0 0 0 0 0 0 0 0 0 0 1 0 0 1 1 2 0 0 3 0 0 1 0 1 0 0 0 0 0 5
Misidentification of patient to receive the prescription 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 0 0 0 0 0 0 0 0 0 1
Mix-up in the prescribed drug 0 0 0 0 0 0 1 0 0 1 1 0 0 0 1 0 0 1 0 1 0 0 1 0 1 0 1 0 0 1 5
Wrong unit prescribed 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Wrong dosing method prescribed 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Prescription, others 0 0 0 0 0 0 0 0 0 0 1 2 0 0 3 0 0 2 0 2 2 2 0 0 4 0 0 0 1 1 10
Forgot to dispense 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Prescription/prescription for injection checking error 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Dispensing error in weighing 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 0 0 1 1 2
Error in dose/number 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Error in packaging 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Dispensing error in standard 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 0 0 0 0 0 0 0 0 0 0 1
Dispensing error in unit 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 1 2 0 0 0 0 0 2
Dispensing error in drug 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Wrong instructions 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Misidentification of patient to be delivered the drug/product 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Wrong delivery of drug/product 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1
Delivery of expired product 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Dispensing, others 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 0 1 0 0 0 0 0 0 0 0 0 0 1
Wrong description on drug bag/bottle 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Foreign object mixed in 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Bacterial contamination 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Expired product 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 1 0 0 0 0 0 1
Product management, others 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 1 0 0 0 1 0 0 0 0 0 2
Overdosing preparation 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 1 0 0 0 0 0 0 0 0 0 0 1
Underdosing preparation 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Wrong dosing time/date 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 0 0 0 0 1
Double dosing 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Dosing of contraindicated drug 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Dosing speed too fast 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Dosing speed too slow 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 0 1 1
Patient misidentification 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Drug mix-up 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 0 0 0 0 0 1
Wrong unit 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Wrong dosing method 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Neglected to dose 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Wrong mixture 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 1 0 0 0 0 0 1
Dosing preparation, others 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 0 2 0 0 0 0 0 2
Overdose 0 0 1 0 1 1 0 0 2 3 3 3 1 1 8 3 1 4 0 8 0 8 5 2 15 0 0 0 0 0 35
Underdose 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 2 0 1 3 0 0 0 0 0 3
Wrong dosing time/date 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 0 2 0 0 0 0 0 2
Double dosing 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 3 0 0 3 0 0 0 0 0 4
Dosing of contraindicated drug 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 2 1 0 0 1 2 0 0 0 0 0 4
Dosing speed too fast 0 0 1 0 1 0 0 0 0 0 0 0 0 0 0 1 0 1 0 2 7 7 0 0 14 0 0 0 2 2 19
Dosing speed too slow 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 2 0 0 0 0 0 2
Patient misidentification 0 0 0 0 0 0 0 0 0 0 1 1 1 0 3 2 1 2 1 6 3 0 0 0 3 0 0 0 1 1 13
Drug mix-up 0 0 0 0 0 0 0 0 0 0 1 0 1 0 2 1 1 0 0 2 3 3 1 0 7 2 0 0 0 2 13
Wrong unit 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 2 0 0 0 2 0 0 0 0 0 2

(Note 1) “Severity of event” is not necessarily associated with occurrence of event or negligence.
(Note 2) “Unknown” includes indefinite outcome at the time of reporting (within 2 weeks) and events of warning that did not affect patients’ conditions in any way.
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Details of event × Severity of event

Death High potential of residual 
disability

Low potential of residual 
disability

No potential of residual 
disability No disability Unknown
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Wrong dosing method 0 0 0 0 0 1 0 0 0 1 1 0 0 0 1 1 1 1 0 3 1 0 3 0 4 0 1 0 1 2 11
Neglected to dose 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 7 8 0 2 17 0 0 0 1 1 18
Dosing, others 1 2 0 0 3 1 0 0 2 3 4 2 2 4 12 1 2 3 2 8 10 11 2 4 27 0 0 0 0 0 53

Related to blood transfusion 6
Forgot to order 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Order delay 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Wrong amount ordered 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Overlapping order 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Contraindicated blood ordered 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Misidentification of patient subject to the order 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 0 0 0 0 0 1
Mix-up in ordered blood 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Wrong unit ordered 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Wrong dosing method ordered 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Order, others 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Neglected 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Sample misidentification 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 0 1 0 0 0 0 0 1
Wrong evaluation 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Error in documentation/recording of results 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Transfusion examination, others 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 0 1 0 0 0 0 0 1
Neglected 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Excessive irradiation 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Insufficient irradiation 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Patient misidentification 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Product mix-up 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Irradiation, others 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Wrong description on bag 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Foreign object mixed in 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Bacterial contamination 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Expired product 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Transfusion management, others 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Overdosing preparation 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Underdosing preparation 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Wrong dosing time/date 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Double dosing 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Dosing of contraindicated blood 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Dosing speed too fast 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Dosing speed too slow 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Patient misidentification 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Blood mix-up 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Wrong unit 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Wrong dosing method 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Neglected to dose 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Transfusion preparation, others 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Overdose 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Underdose 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Wrong dosing time/date 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Double dosing 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Dosing of contraindicated drug 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Dosing speed too fast 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Dosing speed too slow 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Patient misidentification 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 0 1 0 0 0 1 1 0 0 0 0 0 2
Drug mix-up 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 0 1 0 0 0 0 0 1
Wrong unit 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Wrong dosing method 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Neglected to dose 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Transfusion practice, others 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
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2-[3] Details of Reports Made by Medical Institutions Subject to Reporting Requirement (by Month of Report)

Details of event × Severity of event

Death High potential of residual 
disability

Low potential of residual 
disability

No potential of residual 
disability No disability Unknown
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Wrong dosing method 0 0 0 0 0 1 0 0 0 1 1 0 0 0 1 1 1 1 0 3 1 0 3 0 4 0 1 0 1 2 11
Neglected to dose 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 7 8 0 2 17 0 0 0 1 1 18
Dosing, others 1 2 0 0 3 1 0 0 2 3 4 2 2 4 12 1 2 3 2 8 10 11 2 4 27 0 0 0 0 0 53

Related to blood transfusion 6
Forgot to order 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Order delay 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Wrong amount ordered 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Overlapping order 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Contraindicated blood ordered 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Misidentification of patient subject to the order 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 0 0 0 0 0 1
Mix-up in ordered blood 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Wrong unit ordered 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Wrong dosing method ordered 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Order, others 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Neglected 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Sample misidentification 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 0 1 0 0 0 0 0 1
Wrong evaluation 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Error in documentation/recording of results 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Transfusion examination, others 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 0 1 0 0 0 0 0 1
Neglected 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Excessive irradiation 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Insufficient irradiation 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Patient misidentification 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Product mix-up 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Irradiation, others 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Wrong description on bag 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Foreign object mixed in 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Bacterial contamination 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Expired product 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Transfusion management, others 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Overdosing preparation 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Underdosing preparation 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Wrong dosing time/date 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Double dosing 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Dosing of contraindicated blood 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Dosing speed too fast 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Dosing speed too slow 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Patient misidentification 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Blood mix-up 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Wrong unit 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Wrong dosing method 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Neglected to dose 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Transfusion preparation, others 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Overdose 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Underdose 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Wrong dosing time/date 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Double dosing 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Dosing of contraindicated drug 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Dosing speed too fast 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Dosing speed too slow 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Patient misidentification 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 0 1 0 0 0 1 1 0 0 0 0 0 2
Drug mix-up 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 0 1 0 0 0 0 0 1
Wrong unit 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Wrong dosing method 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Neglected to dose 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Transfusion practice, others 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
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Details of event × Severity of event

Death High potential of residual 
disability

Low potential of residual 
disability

No potential of residual 
disability No disability Unknown
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Related to treatment/procedure 509
Forgot to order 0 0 0 0 0 0 0 0 0 0 0 1 0 1 2 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 2
Order delay 0 0 0 0 0 0 0 0 0 0 0 1 0 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1
Misidentification of patient subject to the order 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Order for the wrong treatment/procedure 0 0 0 0 0 0 0 0 1 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1
Wrong date 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Wrong time 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Order for treatment/procedure, others 0 0 0 0 0 1 1 0 1 3 0 2 0 0 2 1 0 0 0 1 0 0 0 0 0 0 0 0 0 0 6
Treatment/procedure management 2 0 3 2 7 1 3 3 1 8 1 3 2 2 8 2 1 0 3 6 3 1 3 5 12 0 0 0 0 0 41
Treatment/procedure management, others 3 0 1 1 5 1 1 1 1 4 1 1 0 0 2 1 1 0 2 4 0 1 2 0 3 0 0 0 0 0 18
Wrong medical materials 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 1 0 0 1 2 1 0 0 0 1 0 0 0 0 0 4
Wrong patient position 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Error in sterilization/cleaning technique 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Preparation for treatment/procedure, others 0 0 0 0 0 0 0 0 0 0 0 2 0 1 3 0 1 0 0 1 0 0 0 0 0 0 0 0 0 0 4
Patient misidentification 0 0 0 0 0 0 0 0 0 0 0 1 0 0 1 0 0 0 0 0 1 0 0 1 2 0 0 0 0 0 3
Wrong site treatment/procedure 0 0 0 0 0 1 0 0 0 1 0 1 6 1 8 2 2 4 2 10 0 0 4 0 4 1 2 1 0 4 27
Wrong method (technique) 0 1 2 2 5 4 3 1 4 12 12 14 8 6 40 9 4 5 5 23 1 2 6 5 14 0 0 0 1 1 95
Neglected/forgotten 0 0 0 1 1 0 0 0 1 1 0 0 2 0 2 1 0 0 0 1 0 0 1 1 2 0 0 0 0 0 7
Cancellation/postponement 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 1 0 0 1 0 0 0 0 0 0 0 0 0 0 2
Wrong date/time 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Wrong turn 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Unnecessary treatment/procedure 0 0 0 0 0 0 1 0 0 1 0 0 1 0 1 1 1 1 0 3 0 0 0 1 1 0 0 0 0 0 6
Aspiration 0 1 0 0 1 0 1 0 0 1 0 1 0 0 1 0 0 0 1 1 0 0 0 0 0 0 0 0 0 0 4
Accidental ingestion 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 2 0 0 0 2 0 0 0 0 0 2
Retained foreign object 0 0 0 0 0 0 1 0 1 2 3 1 2 2 8 3 5 7 6 21 2 2 5 3 12 1 1 0 0 2 45
Wrong examination/treatment, others 0 0 0 0 0 0 0 0 0 0 1 0 1 0 2 0 0 0 1 1 0 0 0 1 1 1 0 0 0 1 5
Conducting treatment/procedure, others 4 8 0 7 19 12 13 21 8 54 22 17 16 11 66 14 12 13 11 50 13 6 6 13 38 2 2 4 1 9 236

Related to use/management of medical devices and materials 94
Forgot to order 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Order delay 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Misidentification of patient subject to the order 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Order for the wrong usage 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 0 0 1 0 1 0 0 0 0 0 2
Use of medical devices and materials, others 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 2 2 1 0 0 3 0 0 0 0 0 5
Poor maintenance/inspection 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Forgot to maintain/inspect 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Neglect in inspection/management during device operation 0 0 0 0 0 0 0 0 0 0 0 0 2 0 2 1 0 0 0 1 0 0 0 0 0 0 0 0 0 0 3
Breakage 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 0 1 0 0 0 0 0 1
Management of medical devices and materials, others 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 1 1 1 3 1 0 0 0 1 0 0 0 0 0 5
Assembly 0 0 0 0 0 0 0 0 0 0 0 1 0 0 1 1 0 0 0 1 0 0 0 0 0 0 0 0 0 0 2
Error in condition setup 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 0 2 0 0 0 0 0 2
Forgot to set up 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Forgot to turn on power 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Forgot to set alarm 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Error in range of alarm setup 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Forgot to reset alarm after canceling for convenience sake 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Error in sterilization/cleaning technique 0 0 0 0 0 0 0 0 0 0 0 1 0 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1
Neglect in inspection/management before device operation 0 0 0 0 0 0 0 0 0 0 1 0 0 0 1 0 0 0 0 0 0 0 1 0 1 0 0 0 0 0 2
Breakage 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Preparation of medical devices and materials, others 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 1 0 0 1 0 0 0 0 0 2
Inappropriate use of medical devices and materials 1 0 0 0 1 0 0 0 1 1 0 0 3 0 3 0 0 1 1 2 0 2 3 0 5 0 0 0 0 0 12
Malfunction 0 0 0 0 0 0 1 0 1 2 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 2
Failure 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 2 0 0 2 0 2 0 0 0 0 0 4
Breakage 0 0 0 1 1 0 0 0 0 0 0 1 0 2 3 1 0 1 0 2 0 1 2 0 3 0 0 0 0 0 9
Use of medical devices and materials, others 0 2 1 0 3 1 2 1 0 4 1 1 0 1 3 2 1 9 0 12 4 3 8 4 19 1 0 0 0 1 42
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2-[3] Details of Reports Made by Medical Institutions Subject to Reporting Requirement (by Month of Report)

Details of event × Severity of event

Death High potential of residual 
disability

Low potential of residual 
disability

No potential of residual 
disability No disability Unknown

Aggregate
total
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Related to treatment/procedure 509
Forgot to order 0 0 0 0 0 0 0 0 0 0 0 1 0 1 2 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 2
Order delay 0 0 0 0 0 0 0 0 0 0 0 1 0 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1
Misidentification of patient subject to the order 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Order for the wrong treatment/procedure 0 0 0 0 0 0 0 0 1 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1
Wrong date 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Wrong time 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Order for treatment/procedure, others 0 0 0 0 0 1 1 0 1 3 0 2 0 0 2 1 0 0 0 1 0 0 0 0 0 0 0 0 0 0 6
Treatment/procedure management 2 0 3 2 7 1 3 3 1 8 1 3 2 2 8 2 1 0 3 6 3 1 3 5 12 0 0 0 0 0 41
Treatment/procedure management, others 3 0 1 1 5 1 1 1 1 4 1 1 0 0 2 1 1 0 2 4 0 1 2 0 3 0 0 0 0 0 18
Wrong medical materials 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 1 0 0 1 2 1 0 0 0 1 0 0 0 0 0 4
Wrong patient position 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Error in sterilization/cleaning technique 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Preparation for treatment/procedure, others 0 0 0 0 0 0 0 0 0 0 0 2 0 1 3 0 1 0 0 1 0 0 0 0 0 0 0 0 0 0 4
Patient misidentification 0 0 0 0 0 0 0 0 0 0 0 1 0 0 1 0 0 0 0 0 1 0 0 1 2 0 0 0 0 0 3
Wrong site treatment/procedure 0 0 0 0 0 1 0 0 0 1 0 1 6 1 8 2 2 4 2 10 0 0 4 0 4 1 2 1 0 4 27
Wrong method (technique) 0 1 2 2 5 4 3 1 4 12 12 14 8 6 40 9 4 5 5 23 1 2 6 5 14 0 0 0 1 1 95
Neglected/forgotten 0 0 0 1 1 0 0 0 1 1 0 0 2 0 2 1 0 0 0 1 0 0 1 1 2 0 0 0 0 0 7
Cancellation/postponement 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 1 0 0 1 0 0 0 0 0 0 0 0 0 0 2
Wrong date/time 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Wrong turn 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Unnecessary treatment/procedure 0 0 0 0 0 0 1 0 0 1 0 0 1 0 1 1 1 1 0 3 0 0 0 1 1 0 0 0 0 0 6
Aspiration 0 1 0 0 1 0 1 0 0 1 0 1 0 0 1 0 0 0 1 1 0 0 0 0 0 0 0 0 0 0 4
Accidental ingestion 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 2 0 0 0 2 0 0 0 0 0 2
Retained foreign object 0 0 0 0 0 0 1 0 1 2 3 1 2 2 8 3 5 7 6 21 2 2 5 3 12 1 1 0 0 2 45
Wrong examination/treatment, others 0 0 0 0 0 0 0 0 0 0 1 0 1 0 2 0 0 0 1 1 0 0 0 1 1 1 0 0 0 1 5
Conducting treatment/procedure, others 4 8 0 7 19 12 13 21 8 54 22 17 16 11 66 14 12 13 11 50 13 6 6 13 38 2 2 4 1 9 236

Related to use/management of medical devices and materials 94
Forgot to order 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Order delay 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Misidentification of patient subject to the order 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Order for the wrong usage 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 0 0 1 0 1 0 0 0 0 0 2
Use of medical devices and materials, others 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 2 2 1 0 0 3 0 0 0 0 0 5
Poor maintenance/inspection 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Forgot to maintain/inspect 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Neglect in inspection/management during device operation 0 0 0 0 0 0 0 0 0 0 0 0 2 0 2 1 0 0 0 1 0 0 0 0 0 0 0 0 0 0 3
Breakage 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 0 1 0 0 0 0 0 1
Management of medical devices and materials, others 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 1 1 1 3 1 0 0 0 1 0 0 0 0 0 5
Assembly 0 0 0 0 0 0 0 0 0 0 0 1 0 0 1 1 0 0 0 1 0 0 0 0 0 0 0 0 0 0 2
Error in condition setup 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 0 2 0 0 0 0 0 2
Forgot to set up 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Forgot to turn on power 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Forgot to set alarm 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Error in range of alarm setup 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Forgot to reset alarm after canceling for convenience sake 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Error in sterilization/cleaning technique 0 0 0 0 0 0 0 0 0 0 0 1 0 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1
Neglect in inspection/management before device operation 0 0 0 0 0 0 0 0 0 0 1 0 0 0 1 0 0 0 0 0 0 0 1 0 1 0 0 0 0 0 2
Breakage 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Preparation of medical devices and materials, others 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 1 0 0 1 0 0 0 0 0 2
Inappropriate use of medical devices and materials 1 0 0 0 1 0 0 0 1 1 0 0 3 0 3 0 0 1 1 2 0 2 3 0 5 0 0 0 0 0 12
Malfunction 0 0 0 0 0 0 1 0 1 2 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 2
Failure 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 2 0 0 2 0 2 0 0 0 0 0 4
Breakage 0 0 0 1 1 0 0 0 0 0 0 1 0 2 3 1 0 1 0 2 0 1 2 0 3 0 0 0 0 0 9
Use of medical devices and materials, others 0 2 1 0 3 1 2 1 0 4 1 1 0 1 3 2 1 9 0 12 4 3 8 4 19 1 0 0 0 1 42
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Details of event × Severity of event

Death High potential of residual 
disability

Low potential of residual 
disability

No potential of residual 
disability No disability Unknown

Aggregate
total
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Related to use/management of drainage tube or other tube 269
Forgot to order 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Order delay 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Misidentification of patient subject to the order 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Wrong usage ordered 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 0 0 0 0 0 0 0 0 0 0 1
Order for use/management of drainage tube or other tube, others 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 0 0 0 0 0 0 1 0 0 1 0 0 0 0 0 2
Forgot to inspect 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Poor inspection 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Neglect in inspection/management during device operation 0 0 0 0 0 0 0 0 0 0 0 2 1 0 3 0 4 2 0 6 1 1 0 0 2 0 0 0 0 0 11
Breakage 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 0 1 0 0 0 0 0 1
Management of drainage tube or other tube 0 0 0 0 0 1 0 0 0 1 1 3 1 1 6 3 1 3 0 7 0 1 1 0 2 1 0 0 0 1 17
Assembly 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Error in condition setup 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Forgot to set up 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Error in sterilization/cleaning technique 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Neglect in inspection/management before device operation 0 0 0 1 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1
Preparation of drainage tube or other tube, others 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1
Infusion leakage 0 0 0 0 0 0 0 0 0 0 2 1 1 0 4 0 2 1 0 3 1 1 2 0 4 0 1 1 0 2 13
Self-removal 0 0 1 0 1 1 1 0 0 2 2 2 0 1 5 4 3 0 0 7 44 23 10 0 77 0 0 0 0 0 92
Spontaneous dislodgment 0 1 0 0 1 0 0 0 1 1 1 0 2 0 3 3 1 0 2 6 6 11 5 0 22 0 1 0 1 2 35
Disconnection 1 0 0 0 1 1 0 0 0 1 1 0 0 0 1 0 2 0 1 3 3 1 1 0 5 0 0 0 0 0 11
Neglected to connect 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Blockage 1 1 0 1 3 0 1 0 0 1 0 1 0 0 1 0 0 0 0 0 0 0 0 1 1 0 0 0 0 0 6
Severance / breakage 0 0 0 0 0 0 0 0 0 0 0 0 2 0 2 0 2 0 1 3 5 3 1 0 9 0 0 0 0 0 14
Wrong connection 0 0 0 0 0 0 0 0 0 0 0 1 0 0 1 1 1 0 0 2 0 1 0 1 2 0 0 0 0 0 5
Error in operation of T-shaped stopcock 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Route clamp error 0 0 0 0 0 0 0 0 1 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1
Air bubble in tube 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Malfunction 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 1
Failure 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Inappropriate use of drainage tube or other tube 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 2 1 4 0 0 1 0 1 0 0 0 0 0 5
Use of drainage tube or other tube, others 2 0 0 0 2 1 1 0 0 2 4 3 3 7 17 8 8 4 0 20 3 2 4 0 9 0 2 0 0 2 52

Related to examination 103
Forgot to order 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 0 0 0 0 1
Order delay 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Misidentification of patient subject to the order 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Wrong examination ordered 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 0 0 1 1 2
Order of examination, others 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 0 1 0 0 0 0 0 0 0 0 0 0 1
Management of analysis device/equipment 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Reagent management 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Lost data 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Calculation, entry, memorization 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Examination management, others 0 0 1 0 1 0 1 0 0 1 0 0 1 0 1 0 0 0 0 0 1 0 1 0 2 0 0 0 0 0 5
Patient misidentification 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Sample misidentification 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 0 0 0 0 0 1
Lost sample 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 0 0 0 0 1
Preparation of examination device/equipment 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Sample breakage 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Examination preparation,others 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 1 1 0 0 2 0 0 0 0 0 3
Patient misidentification 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 0 1 0 2 1 0 3 0 0 0 0 0 4
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II 

Details of event × Severity of event

Death High potential of residual 
disability

Low potential of residual 
disability

No potential of residual 
disability No disability Unknown

Aggregate
total
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Related to use/management of drainage tube or other tube 269
Forgot to order 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Order delay 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Misidentification of patient subject to the order 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Wrong usage ordered 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 0 0 0 0 0 0 0 0 0 0 1
Order for use/management of drainage tube or other tube, others 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 0 0 0 0 0 0 1 0 0 1 0 0 0 0 0 2
Forgot to inspect 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Poor inspection 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Neglect in inspection/management during device operation 0 0 0 0 0 0 0 0 0 0 0 2 1 0 3 0 4 2 0 6 1 1 0 0 2 0 0 0 0 0 11
Breakage 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 0 1 0 0 0 0 0 1
Management of drainage tube or other tube 0 0 0 0 0 1 0 0 0 1 1 3 1 1 6 3 1 3 0 7 0 1 1 0 2 1 0 0 0 1 17
Assembly 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Error in condition setup 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Forgot to set up 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Error in sterilization/cleaning technique 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Neglect in inspection/management before device operation 0 0 0 1 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1
Preparation of drainage tube or other tube, others 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1
Infusion leakage 0 0 0 0 0 0 0 0 0 0 2 1 1 0 4 0 2 1 0 3 1 1 2 0 4 0 1 1 0 2 13
Self-removal 0 0 1 0 1 1 1 0 0 2 2 2 0 1 5 4 3 0 0 7 44 23 10 0 77 0 0 0 0 0 92
Spontaneous dislodgment 0 1 0 0 1 0 0 0 1 1 1 0 2 0 3 3 1 0 2 6 6 11 5 0 22 0 1 0 1 2 35
Disconnection 1 0 0 0 1 1 0 0 0 1 1 0 0 0 1 0 2 0 1 3 3 1 1 0 5 0 0 0 0 0 11
Neglected to connect 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Blockage 1 1 0 1 3 0 1 0 0 1 0 1 0 0 1 0 0 0 0 0 0 0 0 1 1 0 0 0 0 0 6
Severance / breakage 0 0 0 0 0 0 0 0 0 0 0 0 2 0 2 0 2 0 1 3 5 3 1 0 9 0 0 0 0 0 14
Wrong connection 0 0 0 0 0 0 0 0 0 0 0 1 0 0 1 1 1 0 0 2 0 1 0 1 2 0 0 0 0 0 5
Error in operation of T-shaped stopcock 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Route clamp error 0 0 0 0 0 0 0 0 1 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1
Air bubble in tube 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Malfunction 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 1
Failure 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Inappropriate use of drainage tube or other tube 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 2 1 4 0 0 1 0 1 0 0 0 0 0 5
Use of drainage tube or other tube, others 2 0 0 0 2 1 1 0 0 2 4 3 3 7 17 8 8 4 0 20 3 2 4 0 9 0 2 0 0 2 52

Related to examination 103
Forgot to order 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 0 0 0 0 1
Order delay 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Misidentification of patient subject to the order 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Wrong examination ordered 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 0 0 1 1 2
Order of examination, others 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 0 1 0 0 0 0 0 0 0 0 0 0 1
Management of analysis device/equipment 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Reagent management 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Lost data 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Calculation, entry, memorization 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Examination management, others 0 0 1 0 1 0 1 0 0 1 0 0 1 0 1 0 0 0 0 0 1 0 1 0 2 0 0 0 0 0 5
Patient misidentification 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Sample misidentification 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 0 0 0 0 0 1
Lost sample 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 0 0 0 0 1
Preparation of examination device/equipment 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Sample breakage 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Examination preparation,others 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 1 1 0 0 2 0 0 0 0 0 3
Patient misidentification 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 0 1 0 2 1 0 3 0 0 0 0 0 4

2-[3] Details of Reports Made by Medical Institutions Subject to Reporting Requirement (by Month of Report)
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Details of event × Severity of event

Death High potential of residual
disability

Low potential of residual
disability

No potential of residual
disability No disability Unknown

Aggregate
total
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Sample misidentification 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 2 0 0 0 0 0 2
Wrong reagent 0 0 0 0 0 0 0 0 0 0 1 0 0 0 1 0 0 1 0 1 0 0 0 0 0 0 0 1 0 1 3
Lost sample 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 1 0 0 0 0 0 1
Wrong examination/evaluation 0 0 0 0 0 0 1 1 2 4 1 0 0 0 1 1 1 1 1 4 0 0 0 1 1 0 0 0 0 0 10
technique 0 0 0 0 0 0 0 0 0 0 0 1 1 0 2 0 0 0 0 0 1 0 0 0 1 1 0 0 0 1 4
Error in sample collection 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Sample breakage 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Sample contamination 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Wrong data 0 0 0 0 0 0 0 0 0 0 1 0 0 0 1 3 0 0 0 3 0 0 0 0 0 1 0 0 0 1 5
Result reporting 1 0 0 4 5 2 2 2 2 8 10 5 3 5 23 3 4 3 2 12 4 5 1 1 11 0 1 0 0 1 60

Related to nursing care 1,046
Forgot to make plan or give order 0 0 0 0 0 0 0 0 0 0 0 0 2 0 2 0 0 0 0 0 1 0 0 0 1 0 0 0 0 0 3
Plan or order delay 0 0 0 0 0 0 0 1 0 1 0 1 0 0 1 0 0 0 0 0 1 1 0 0 2 0 0 0 0 0 4
Misidentification of patient subject to the plan/order 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 1 0 0 0 0 0 1
Wrong plan or order 0 0 0 0 0 0 0 0 0 0 1 0 0 1 2 1 0 0 0 1 0 1 0 0 1 0 0 0 0 0 4
Plan or order of nursing care, others 0 0 0 0 0 0 0 0 1 1 0 0 0 0 0 0 1 0 1 2 0 0 0 0 0 0 0 0 0 0 3

Restraint 0 0 0 0 0 0 1 0 0 1 0 0 1 0 1 0 2 0 1 3 0 0 0 0 0 0 0 0 0 0 5

Wrong meal 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 2 0 0 0 0 0 2
Rest ordered 0 0 0 0 0 0 0 1 0 1 0 0 3 1 4 0 0 0 1 1 2 0 0 0 2 0 0 0 0 0 8
Ordered meal prohibition 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Permission for going out/staying out 0 0 0 1 1 0 0 0 0 0 0 0 0 0 0 1 0 0 0 1 0 0 1 0 1 0 0 0 0 0 3
Foreign object mixed in 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Fall 0 1 2 3 6 16 10 14 8 48 56 45 59 54 214 61 27 54 39 181 39 47 26 16 128 6 7 3 6 22 599
Fall from bed 2 1 1 0 4 3 1 1 3 8 8 8 8 3 27 3 9 8 7 27 6 7 2 4 19 1 0 1 0 2 87
Collision 0 0 0 0 0 0 0 1 0 1 0 1 1 0 2 1 0 0 0 1 1 0 0 1 2 0 0 0 0 0 6
Aspiration 1 2 6 2 11 1 2 5 3 11 2 0 2 1 5 1 3 0 1 5 3 1 0 3 7 0 0 1 0 1 40
Accident injection 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 1 0 3 0 0 0 1 1 4
Wrong meal served 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 1 0 0 0 0 0 1
Delay 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 0 0 0 0 0 1
Forgot to conduct 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 0 0 0 0 0 0 0 0 0 1
Wrong transportation 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Patient misidentification 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 0 1 0 0 0 0 0 1
Forgot to postpone meal 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Forgot to cancel 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Forgot to take/inject self-administered drug 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1
Forgot to infuse self-administered drug 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Taking wrong self-administered drug 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Unnecessary nursing care 2 0 0 0 2 0 0 0 0 0 0 0 0 1 1 0 0 0 2 2 0 0 0 0 0 0 0 0 0 0 5
Nursing care management/preparation/conducting,others 3 4 9 4 20 5 2 4 4 15 16 26 22 20 84 28 23 27 19 97 17 6 7 11 41 3 4 0 3 10 267

Others 7 9 9 7 32 10 11 12 11 44 18 9 22 9 58 17 10 11 13 51 18 4 6 9 37 1 1 1 4 7 229
Total 31 33 38 38 140 65 62 69 60 256 179 168 186 141 674 194 146 180 137 657 236 197 137 100 670 23 24 14 25 86 2,483
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II 

2-[3] Details of Reports Made by Medical Institutions Subject to Reporting Requirement (by Month of Report)

Details of event × Severity of event

Death High potential of residual
disability

Low potential of residual
disability

No potential of residual
disability No disability Unknown

Aggregate
total
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Sample misidentification 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 2 0 0 0 0 0 2
Wrong reagent 0 0 0 0 0 0 0 0 0 0 1 0 0 0 1 0 0 1 0 1 0 0 0 0 0 0 0 1 0 1 3
Lost sample 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 1 0 0 0 0 0 1
Wrong examination/evaluation 0 0 0 0 0 0 1 1 2 4 1 0 0 0 1 1 1 1 1 4 0 0 0 1 1 0 0 0 0 0 10
technique 0 0 0 0 0 0 0 0 0 0 0 1 1 0 2 0 0 0 0 0 1 0 0 0 1 1 0 0 0 1 4
Error in sample collection 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Sample breakage 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Sample contamination 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Wrong data 0 0 0 0 0 0 0 0 0 0 1 0 0 0 1 3 0 0 0 3 0 0 0 0 0 1 0 0 0 1 5
Result reporting 1 0 0 4 5 2 2 2 2 8 10 5 3 5 23 3 4 3 2 12 4 5 1 1 11 0 1 0 0 1 60

Related to nursing care 1,046
Forgot to make plan or give order 0 0 0 0 0 0 0 0 0 0 0 0 2 0 2 0 0 0 0 0 1 0 0 0 1 0 0 0 0 0 3
Plan or order delay 0 0 0 0 0 0 0 1 0 1 0 1 0 0 1 0 0 0 0 0 1 1 0 0 2 0 0 0 0 0 4
Misidentification of patient subject to the plan/order 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 1 0 0 0 0 0 1
Wrong plan or order 0 0 0 0 0 0 0 0 0 0 1 0 0 1 2 1 0 0 0 1 0 1 0 0 1 0 0 0 0 0 4
Plan or order of nursing care, others 0 0 0 0 0 0 0 0 1 1 0 0 0 0 0 0 1 0 1 2 0 0 0 0 0 0 0 0 0 0 3

Restraint 0 0 0 0 0 0 1 0 0 1 0 0 1 0 1 0 2 0 1 3 0 0 0 0 0 0 0 0 0 0 5

Wrong meal 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 2 0 0 0 0 0 2
Rest ordered 0 0 0 0 0 0 0 1 0 1 0 0 3 1 4 0 0 0 1 1 2 0 0 0 2 0 0 0 0 0 8
Ordered meal prohibition 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Permission for going out/staying out 0 0 0 1 1 0 0 0 0 0 0 0 0 0 0 1 0 0 0 1 0 0 1 0 1 0 0 0 0 0 3
Foreign object mixed in 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Fall 0 1 2 3 6 16 10 14 8 48 56 45 59 54 214 61 27 54 39 181 39 47 26 16 128 6 7 3 6 22 599
Fall from bed 2 1 1 0 4 3 1 1 3 8 8 8 8 3 27 3 9 8 7 27 6 7 2 4 19 1 0 1 0 2 87
Collision 0 0 0 0 0 0 0 1 0 1 0 1 1 0 2 1 0 0 0 1 1 0 0 1 2 0 0 0 0 0 6
Aspiration 1 2 6 2 11 1 2 5 3 11 2 0 2 1 5 1 3 0 1 5 3 1 0 3 7 0 0 1 0 1 40
Accident injection 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 1 0 3 0 0 0 1 1 4
Wrong meal served 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 1 0 0 0 0 0 1
Delay 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 0 0 0 0 0 1
Forgot to conduct 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 0 0 0 0 0 0 0 0 0 1
Wrong transportation 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Patient misidentification 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 0 1 0 0 0 0 0 1
Forgot to postpone meal 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Forgot to cancel 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Forgot to take/inject self-administered drug 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1
Forgot to infuse self-administered drug 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Taking wrong self-administered drug 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Unnecessary nursing care 2 0 0 0 2 0 0 0 0 0 0 0 0 1 1 0 0 0 2 2 0 0 0 0 0 0 0 0 0 0 5
Nursing care management/preparation/conducting,others 3 4 9 4 20 5 2 4 4 15 16 26 22 20 84 28 23 27 19 97 17 6 7 11 41 3 4 0 3 10 267

Others 7 9 9 7 32 10 11 12 11 44 18 9 22 9 58 17 10 11 13 51 18 4 6 9 37 1 1 1 4 7 229
Total 31 33 38 38 140 65 62 69 60 256 179 168 186 141 674 194 146 180 137 657 236 197 137 100 670 23 24 14 25 86 2,483
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Fig. II-2-21     (YA-68-A)  Clinical Department and Summary of Event

Clinical department ×
 Summary of event

Drug Blood transfusion Treatment/ procedure Medical device, etc.
Drainage tube or other

tube
Examination Nursing care Others
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Internal medicine 17 23 2 5 47 1 0 0 0 1 7 13 4 13 37 2 3 0 1 6 13 8 4 1 26 5 3 7 2 17 36 38 27 13 114 6 4 2 1 13 261

Anesthesiology 1 1 4 0 6 0 0 1 0 1 6 16 13 13 48 0 0 5 0 5 3 2 3 2 10 0 0 0 0 0 0 1 2 0 3 0 2 3 1 6 79

Cardiovascular medicine 2 5 4 3 14 0 0 0 0 0 12 21 14 8 55 2 2 3 3 10 2 4 0 1 7 6 3 2 1 12 12 9 17 8 46 3 4 6 5 18 162

Neurology 0 0 1 0 1 0 0 0 0 0 1 1 1 2 5 0 0 1 0 1 0 2 1 0 3 0 0 0 0 0 16 15 13 17 61 2 0 5 0 7 78

Respiratory tract medicine 4 4 0 4 12 0 0 0 0 0 8 1 5 2 16 1 3 2 0 6 3 2 2 0 7 4 3 0 1 8 29 16 23 31 99 1 1 3 3 8 156

Gastrointestinal medicine 4 3 5 0 12 0 0 0 0 0 10 13 10 13 46 1 2 2 1 6 3 8 0 5 16 5 4 4 4 17 17 12 20 23 72 5 5 5 5 20 189

Hematology 2 3 0 0 5 0 0 0 1 1 2 1 2 0 5 0 2 0 0 2 2 0 2 0 4 0 1 1 0 2 7 5 4 4 20 2 0 2 1 5 44

Circulatory surgery 0 0 0 0 0 0 0 0 0 0 1 1 1 5 8 0 0 1 1 2 1 1 2 1 5 0 0 0 0 0 2 1 1 0 4 0 2 1 1 4 23

Allergy 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 1 2 0 0 0 0 0 2

Rheumatism 0 1 0 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 0 0 0 0 0 0 0 0 0 0 3 3 3 9 0 0 0 0 0 11

Pediatrics 5 8 2 3 18 0 0 0 0 0 3 1 5 1 10 2 3 1 1 7 20 18 9 1 48 4 0 0 0 4 13 24 24 12 73 2 3 3 5 13 173

General surgery 10 8 4 1 23 0 0 0 0 0 10 13 5 11 39 2 0 4 0 6 15 13 6 1 35 2 1 2 2 7 32 17 22 14 85 6 5 2 1 14 209

Orthopedics 4 2 3 4 13 1 0 0 0 1 13 13 12 14 52 3 1 2 1 7 2 7 1 0 10 2 0 0 0 2 62 60 71 51 244 11 9 13 7 40 369

Plastic surgery 0 1 0 0 1 0 0 0 0 0 4 1 2 1 8 0 0 1 1 2 1 1 1 1 4 0 0 0 1 1 5 2 4 1 12 1 1 3 2 7 35

Cosmetic surgery 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

Neurosurgery 2 4 4 4 14 0 0 0 0 0 9 9 14 10 42 0 0 3 0 3 12 8 3 5 28 2 2 1 1 6 10 13 12 14 49 7 2 2 4 15 157

Respiratory surgery 1 1 1 0 3 0 0 0 0 0 2 2 8 4 16 0 0 0 1 1 2 1 2 2 7 1 0 0 1 2 2 2 5 0 9 1 2 0 4 7 45

Cardiovascular surgery 1 0 3 1 5 0 0 0 0 0 10 11 10 16 47 1 3 6 0 10 7 3 5 1 16 1 1 0 1 3 3 2 6 0 11 1 1 1 2 5 97

Pediatric surgery 0 1 1 0 2 1 0 0 0 1 4 1 3 0 8 0 0 1 0 1 2 5 3 0 10 0 0 0 0 0 0 0 1 0 1 0 0 1 0 1 24

Pain clinic 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 0 2 3

Dermatology 2 1 1 0 4 0 0 0 0 0 3 1 3 3 10 0 1 0 0 1 0 1 0 1 2 1 0 1 0 2 4 3 4 2 13 2 1 2 0 5 37

Urology 4 1 0 1 6 0 0 1 0 1 4 9 8 3 24 0 1 3 0 4 5 3 2 0 10 1 0 2 1 4 3 4 4 1 12 2 2 1 2 7 68

Venereology 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

Proctology 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

Gynecology/Obstetrics 0 0 0 2 2 0 0 0 0 0 6 3 3 1 13 2 0 0 0 2 0 1 1 0 2 1 0 1 1 3 0 0 0 1 1 1 0 2 6 9 32

Obstetrics 0 1 1 0 2 0 0 0 0 0 1 0 1 0 2 0 0 0 0 0 0 0 0 0 0 0 1 0 0 1 1 0 0 0 1 0 1 0 0 1 7

Gynecology 2 4 0 0 6 0 0 0 0 0 2 3 1 2 8 0 0 1 1 2 2 1 0 0 3 1 0 0 0 1 3 3 1 1 8 0 1 1 2 4 32

Ophthalmology 2 2 2 0 6 0 0 0 0 0 9 3 5 3 20 1 0 1 1 3 0 0 0 0 0 0 0 0 0 0 6 1 4 3 14 0 1 2 2 5 48

Otolaryngology 1 1 2 0 4 0 0 0 0 0 5 3 3 3 14 1 0 1 0 2 1 1 2 1 5 0 0 0 1 1 8 1 9 4 22 5 1 0 0 6 54

Psychosomatic medicine 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 2 0 0 0 0 0 2

Psychiatry 2 0 0 4 6 0 0 0 0 0 2 0 0 0 2 0 0 0 0 0 0 0 1 0 1 0 0 0 0 0 30 37 45 37 149 5 6 8 5 24 182

Rehabilitation 0 0 1 0 1 0 0 0 0 0 0 0 2 1 3 0 0 0 0 0 0 0 0 0 0 1 0 0 0 1 5 0 2 0 7 3 0 1 0 4 16

Radiology 1 3 0 1 5 0 0 0 0 0 1 3 3 11 18 0 1 0 0 1 0 1 1 0 2 3 6 3 4 16 3 1 3 1 8 1 1 3 2 7 57

Dentistry 0 1 0 0 1 0 0 0 0 0 0 0 0 1 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 2 3 0 0 0 1 1 6

Orthodontics 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 1

Pediatric dentistry 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1

Dental/oral surgery 1 0 1 0 2 0 0 0 0 0 4 7 7 3 21 0 1 1 1 3 1 1 0 0 2 0 0 0 0 0 1 0 1 0 2 2 1 3 1 7 37

Unknown 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 2 0 0 0 2 1 0 0 0 1 3

Others 10 6 7 8 31 1 0 0 0 1 15 11 18 9 53 3 1 7 2 13 12 13 11 3 39 11 5 6 3 25 37 28 29 22 116 13 4 10 7 34 312

Total 78 85 49 41 253 4 0 2 1 7 154 161 164 154 633 21 24 46 16 107 109 105 62 26 302 51 30 30 24 135 350 300 358 266 1,274 84 61 86 70 301 3,012

(Note) “Clinical department” may be more than one.
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II 

2-[3] Details of Reports Made by Medical Institutions Subject to Reporting Requirement (by Month of Report)

Fig. II-2-21     (YA-68-A)  Clinical Department and Summary of Event

Clinical department ×
 Summary of event

Drug Blood transfusion Treatment/ procedure Medical device, etc.
Drainage tube or other

tube
Examination Nursing care Others

Aggregate 
total
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Internal medicine 17 23 2 5 47 1 0 0 0 1 7 13 4 13 37 2 3 0 1 6 13 8 4 1 26 5 3 7 2 17 36 38 27 13 114 6 4 2 1 13 261

Anesthesiology 1 1 4 0 6 0 0 1 0 1 6 16 13 13 48 0 0 5 0 5 3 2 3 2 10 0 0 0 0 0 0 1 2 0 3 0 2 3 1 6 79

Cardiovascular medicine 2 5 4 3 14 0 0 0 0 0 12 21 14 8 55 2 2 3 3 10 2 4 0 1 7 6 3 2 1 12 12 9 17 8 46 3 4 6 5 18 162

Neurology 0 0 1 0 1 0 0 0 0 0 1 1 1 2 5 0 0 1 0 1 0 2 1 0 3 0 0 0 0 0 16 15 13 17 61 2 0 5 0 7 78

Respiratory tract medicine 4 4 0 4 12 0 0 0 0 0 8 1 5 2 16 1 3 2 0 6 3 2 2 0 7 4 3 0 1 8 29 16 23 31 99 1 1 3 3 8 156

Gastrointestinal medicine 4 3 5 0 12 0 0 0 0 0 10 13 10 13 46 1 2 2 1 6 3 8 0 5 16 5 4 4 4 17 17 12 20 23 72 5 5 5 5 20 189

Hematology 2 3 0 0 5 0 0 0 1 1 2 1 2 0 5 0 2 0 0 2 2 0 2 0 4 0 1 1 0 2 7 5 4 4 20 2 0 2 1 5 44

Circulatory surgery 0 0 0 0 0 0 0 0 0 0 1 1 1 5 8 0 0 1 1 2 1 1 2 1 5 0 0 0 0 0 2 1 1 0 4 0 2 1 1 4 23

Allergy 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 1 2 0 0 0 0 0 2

Rheumatism 0 1 0 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 0 0 0 0 0 0 0 0 0 0 3 3 3 9 0 0 0 0 0 11

Pediatrics 5 8 2 3 18 0 0 0 0 0 3 1 5 1 10 2 3 1 1 7 20 18 9 1 48 4 0 0 0 4 13 24 24 12 73 2 3 3 5 13 173

General surgery 10 8 4 1 23 0 0 0 0 0 10 13 5 11 39 2 0 4 0 6 15 13 6 1 35 2 1 2 2 7 32 17 22 14 85 6 5 2 1 14 209

Orthopedics 4 2 3 4 13 1 0 0 0 1 13 13 12 14 52 3 1 2 1 7 2 7 1 0 10 2 0 0 0 2 62 60 71 51 244 11 9 13 7 40 369

Plastic surgery 0 1 0 0 1 0 0 0 0 0 4 1 2 1 8 0 0 1 1 2 1 1 1 1 4 0 0 0 1 1 5 2 4 1 12 1 1 3 2 7 35

Cosmetic surgery 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

Neurosurgery 2 4 4 4 14 0 0 0 0 0 9 9 14 10 42 0 0 3 0 3 12 8 3 5 28 2 2 1 1 6 10 13 12 14 49 7 2 2 4 15 157

Respiratory surgery 1 1 1 0 3 0 0 0 0 0 2 2 8 4 16 0 0 0 1 1 2 1 2 2 7 1 0 0 1 2 2 2 5 0 9 1 2 0 4 7 45

Cardiovascular surgery 1 0 3 1 5 0 0 0 0 0 10 11 10 16 47 1 3 6 0 10 7 3 5 1 16 1 1 0 1 3 3 2 6 0 11 1 1 1 2 5 97

Pediatric surgery 0 1 1 0 2 1 0 0 0 1 4 1 3 0 8 0 0 1 0 1 2 5 3 0 10 0 0 0 0 0 0 0 1 0 1 0 0 1 0 1 24

Pain clinic 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 0 2 3

Dermatology 2 1 1 0 4 0 0 0 0 0 3 1 3 3 10 0 1 0 0 1 0 1 0 1 2 1 0 1 0 2 4 3 4 2 13 2 1 2 0 5 37

Urology 4 1 0 1 6 0 0 1 0 1 4 9 8 3 24 0 1 3 0 4 5 3 2 0 10 1 0 2 1 4 3 4 4 1 12 2 2 1 2 7 68

Venereology 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

Proctology 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

Gynecology/Obstetrics 0 0 0 2 2 0 0 0 0 0 6 3 3 1 13 2 0 0 0 2 0 1 1 0 2 1 0 1 1 3 0 0 0 1 1 1 0 2 6 9 32

Obstetrics 0 1 1 0 2 0 0 0 0 0 1 0 1 0 2 0 0 0 0 0 0 0 0 0 0 0 1 0 0 1 1 0 0 0 1 0 1 0 0 1 7

Gynecology 2 4 0 0 6 0 0 0 0 0 2 3 1 2 8 0 0 1 1 2 2 1 0 0 3 1 0 0 0 1 3 3 1 1 8 0 1 1 2 4 32

Ophthalmology 2 2 2 0 6 0 0 0 0 0 9 3 5 3 20 1 0 1 1 3 0 0 0 0 0 0 0 0 0 0 6 1 4 3 14 0 1 2 2 5 48

Otolaryngology 1 1 2 0 4 0 0 0 0 0 5 3 3 3 14 1 0 1 0 2 1 1 2 1 5 0 0 0 1 1 8 1 9 4 22 5 1 0 0 6 54

Psychosomatic medicine 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 2 0 0 0 0 0 2

Psychiatry 2 0 0 4 6 0 0 0 0 0 2 0 0 0 2 0 0 0 0 0 0 0 1 0 1 0 0 0 0 0 30 37 45 37 149 5 6 8 5 24 182

Rehabilitation 0 0 1 0 1 0 0 0 0 0 0 0 2 1 3 0 0 0 0 0 0 0 0 0 0 1 0 0 0 1 5 0 2 0 7 3 0 1 0 4 16

Radiology 1 3 0 1 5 0 0 0 0 0 1 3 3 11 18 0 1 0 0 1 0 1 1 0 2 3 6 3 4 16 3 1 3 1 8 1 1 3 2 7 57

Dentistry 0 1 0 0 1 0 0 0 0 0 0 0 0 1 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 2 3 0 0 0 1 1 6

Orthodontics 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 1

Pediatric dentistry 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1

Dental/oral surgery 1 0 1 0 2 0 0 0 0 0 4 7 7 3 21 0 1 1 1 3 1 1 0 0 2 0 0 0 0 0 1 0 1 0 2 2 1 3 1 7 37

Unknown 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 2 0 0 0 2 1 0 0 0 1 3

Others 10 6 7 8 31 1 0 0 0 1 15 11 18 9 53 3 1 7 2 13 12 13 11 3 39 11 5 6 3 25 37 28 29 22 116 13 4 10 7 34 312

Total 78 85 49 41 253 4 0 2 1 7 154 161 164 154 633 21 24 46 16 107 109 105 62 26 302 51 30 30 24 135 350 300 358 266 1,274 84 61 86 70 301 3,012

(Note) “Clinical department” may be more than one.



II Current Reporting Status

- 82 -

II

Fig. II-2-22     (YA-71-A)  Cause of Event and Summary of Event

Cause of event ×
Summary of event

Drug Blood transfusion Treatment/ procedure Medical device, etc.
Drainage tube or other

tube
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Action of the person involved 2,987

Neglect to check 45 56 36 30 167 4 0 1 1 6 41 35 50 46 172 12 13 17 4 46 29 27 21 11 88 12 11 11 9 43 51 47 59 48 205 21 7 15 15 58 785

Neglect to observe 8 8 6 6 28 0 0 0 0 0 14 23 12 15 64 1 3 6 3 13 48 40 16 7 111 4 3 1 3 11 118 105 117 104 444 20 12 13 15 60 731

Delayed (neglected) reporting 0 0 0 1 1 0 0 0 0 0 1 5 1 3 10 0 1 0 0 1 2 2 1 0 5 1 2 1 0 4 7 4 7 7 25 1 0 1 2 4 50

Inadequate documentation 3 2 1 5 11 0 0 0 0 0 2 6 3 1 12 1 1 0 1 3 1 0 0 0 1 0 2 2 0 4 4 5 4 9 22 1 1 1 3 6 59

In adequate coordination 11 14 11 9 45 3 0 1 0 4 12 18 15 14 59 4 5 5 1 15 5 8 7 3 23 6 5 4 6 21 22 21 37 38 118 10 6 10 8 34 319

Inadequate (neglected) 
explanation to patient 9 5 0 7 21 0 0 0 0 0 10 16 8 4 38 0 1 1 0 2 6 4 3 0 13 0 4 1 2 7 70 61 57 54 242 10 4 15 7 36 359

Misjudgment 5 15 8 14 42 1 0 0 0 1 26 45 33 31 135 0 3 4 2 9 46 38 23 6 113 6 5 7 11 29 85 73 80 76 314 12 8 6 15 41 684

Human factors 1,098

Lack of knowledge 15 25 15 10 65 0 0 0 0 0 6 12 7 17 42 3 5 9 3 20 6 15 9 5 35 3 6 2 2 13 30 26 28 29 113 7 8 4 11 30 318

Deficiency of technique/skill 3 2 2 6 13 0 0 0 0 0 23 28 22 31 104 3 5 6 2 16 10 13 13 8 44 3 2 2 3 10 27 21 12 33 93 4 2 4 6 16 296

Busy working condition 10 12 6 5 33 1 0 0 1 2 5 8 10 9 32 1 0 2 3 6 6 3 6 4 19 2 2 2 1 7 26 17 23 26 92 6 2 3 7 18 209

Under unusual physical 
condition

2 1 1 0 4 0 0 1 0 1 2 4 0 4 10 0 0 0 1 1 0 0 0 0 0 0 0 0 0 0 6 3 6 3 18 0 1 0 3 4 38

Under unusual 
psychological condition

1 0 1 3 5 1 0 0 0 1 7 3 4 7 21 1 0 1 1 3 0 0 2 1 3 2 0 1 2 5 1 3 4 2 10 2 0 1 3 6 54

Others 5 1 4 1 11 0 0 0 0 0 13 13 12 8 46 1 5 0 1 7 5 5 2 2 14 5 2 3 1 11 19 20 19 6 64 8 6 8 8 30 183

Environment/facilities and devices 1,057

Computerized system 8 12 2 3 25 1 0 0 1 2 2 3 0 1 6 1 0 0 1 2 0 0 0 0 0 2 4 0 1 7 0 1 1 0 2 3 0 3 2 8 52

Drug 8 12 15 8 43 0 0 0 0 0 1 2 1 3 7 0 0 1 0 1 0 0 0 0 0 1 0 0 1 2 2 2 1 2 7 1 0 0 3 4 64

Medical device 3 0 1 0 4 0 0 0 0 0 6 5 5 8 24 10 14 32 10 66 4 6 6 0 16 1 0 0 1 2 3 0 4 3 10 3 1 2 8 14 136

Facility 1 0 0 0 1 0 0 0 1 1 0 3 3 1 7 0 0 2 1 3 0 1 2 0 3 0 0 0 1 1 20 17 15 16 68 5 4 5 4 18 102

Other items 0 0 1 0 1 0 0 0 0 0 5 5 3 6 19 0 1 2 1 4 5 5 7 0 17 0 2 0 0 2 5 6 2 8 21 1 0 1 5 7 71

Patient side 4 1 1 2 8 0 0 0 0 0 9 17 9 13 48 0 1 1 0 2 8 9 5 0 22 2 3 1 3 9 86 79 122 94 381 19 11 13 8 51 521

Others 0 0 0 2 2 0 0 0 0 0 5 6 5 4 20 0 3 2 5 10 2 3 2 0 7 3 1 1 0 5 13 13 12 9 47 6 2 7 5 20 111

Others 1,158

Education/training 14 32 15 12 73 0 0 1 1 2 15 17 15 16 63 3 12 7 5 27 15 40 19 6 80 3 12 1 5 21 48 67 45 53 213 9 7 5 12 33 512

System 3 2 4 3 12 0 0 0 0 0 3 5 3 7 18 1 2 2 0 5 0 3 0 2 5 1 3 3 5 12 2 1 5 6 14 1 3 3 2 9 75

Inadequate rules 9 7 11 10 37 0 0 1 0 1 10 10 7 10 37 1 3 2 1 7 4 8 2 2 16 1 4 3 1 9 15 11 11 16 53 4 3 4 4 15 175

Others 11 8 4 1 24 1 0 0 0 1 47 29 34 31 141 3 1 14 5 23 7 8 5 3 23 12 6 6 1 25 25 19 25 13 82 18 17 23 19 77 396

Total 178 215 145 138 676 12 0 5 5 22 265 318 262 290 1,135 46 79 116 51 292 209 238 151 60 658 70 79 52 59 260 685 622 696 655 2,658 172 105 147 175 599 6,300

(Note) “Cause of event” may have been more than one.
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aaaaaå2-[3] Details of Reports Made by Medical Institutions Subject to Reporting Requirement (by Month of Report)aaaaaa

Fig. II-2-22     (YA-71-A)  Cause of Event and Summary of Event

Cause of event ×
Summary of event

Drug Blood transfusion Treatment/ procedure Medical device, etc.
Drainage tube or other

tube
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Action of the person involved 2,987

Neglect to check 45 56 36 30 167 4 0 1 1 6 41 35 50 46 172 12 13 17 4 46 29 27 21 11 88 12 11 11 9 43 51 47 59 48 205 21 7 15 15 58 785

Neglect to observe 8 8 6 6 28 0 0 0 0 0 14 23 12 15 64 1 3 6 3 13 48 40 16 7 111 4 3 1 3 11 118 105 117 104 444 20 12 13 15 60 731

Delayed (neglected) reporting 0 0 0 1 1 0 0 0 0 0 1 5 1 3 10 0 1 0 0 1 2 2 1 0 5 1 2 1 0 4 7 4 7 7 25 1 0 1 2 4 50

Inadequate documentation 3 2 1 5 11 0 0 0 0 0 2 6 3 1 12 1 1 0 1 3 1 0 0 0 1 0 2 2 0 4 4 5 4 9 22 1 1 1 3 6 59

In adequate coordination 11 14 11 9 45 3 0 1 0 4 12 18 15 14 59 4 5 5 1 15 5 8 7 3 23 6 5 4 6 21 22 21 37 38 118 10 6 10 8 34 319

Inadequate (neglected) 
explanation to patient 9 5 0 7 21 0 0 0 0 0 10 16 8 4 38 0 1 1 0 2 6 4 3 0 13 0 4 1 2 7 70 61 57 54 242 10 4 15 7 36 359

Misjudgment 5 15 8 14 42 1 0 0 0 1 26 45 33 31 135 0 3 4 2 9 46 38 23 6 113 6 5 7 11 29 85 73 80 76 314 12 8 6 15 41 684

Human factors 1,098

Lack of knowledge 15 25 15 10 65 0 0 0 0 0 6 12 7 17 42 3 5 9 3 20 6 15 9 5 35 3 6 2 2 13 30 26 28 29 113 7 8 4 11 30 318

Deficiency of technique/skill 3 2 2 6 13 0 0 0 0 0 23 28 22 31 104 3 5 6 2 16 10 13 13 8 44 3 2 2 3 10 27 21 12 33 93 4 2 4 6 16 296

Busy working condition 10 12 6 5 33 1 0 0 1 2 5 8 10 9 32 1 0 2 3 6 6 3 6 4 19 2 2 2 1 7 26 17 23 26 92 6 2 3 7 18 209

Under unusual physical 
condition

2 1 1 0 4 0 0 1 0 1 2 4 0 4 10 0 0 0 1 1 0 0 0 0 0 0 0 0 0 0 6 3 6 3 18 0 1 0 3 4 38

Under unusual 
psychological condition

1 0 1 3 5 1 0 0 0 1 7 3 4 7 21 1 0 1 1 3 0 0 2 1 3 2 0 1 2 5 1 3 4 2 10 2 0 1 3 6 54

Others 5 1 4 1 11 0 0 0 0 0 13 13 12 8 46 1 5 0 1 7 5 5 2 2 14 5 2 3 1 11 19 20 19 6 64 8 6 8 8 30 183

Environment/facilities and devices 1,057

Computerized system 8 12 2 3 25 1 0 0 1 2 2 3 0 1 6 1 0 0 1 2 0 0 0 0 0 2 4 0 1 7 0 1 1 0 2 3 0 3 2 8 52

Drug 8 12 15 8 43 0 0 0 0 0 1 2 1 3 7 0 0 1 0 1 0 0 0 0 0 1 0 0 1 2 2 2 1 2 7 1 0 0 3 4 64

Medical device 3 0 1 0 4 0 0 0 0 0 6 5 5 8 24 10 14 32 10 66 4 6 6 0 16 1 0 0 1 2 3 0 4 3 10 3 1 2 8 14 136

Facility 1 0 0 0 1 0 0 0 1 1 0 3 3 1 7 0 0 2 1 3 0 1 2 0 3 0 0 0 1 1 20 17 15 16 68 5 4 5 4 18 102

Other items 0 0 1 0 1 0 0 0 0 0 5 5 3 6 19 0 1 2 1 4 5 5 7 0 17 0 2 0 0 2 5 6 2 8 21 1 0 1 5 7 71

Patient side 4 1 1 2 8 0 0 0 0 0 9 17 9 13 48 0 1 1 0 2 8 9 5 0 22 2 3 1 3 9 86 79 122 94 381 19 11 13 8 51 521

Others 0 0 0 2 2 0 0 0 0 0 5 6 5 4 20 0 3 2 5 10 2 3 2 0 7 3 1 1 0 5 13 13 12 9 47 6 2 7 5 20 111

Others 1,158

Education/training 14 32 15 12 73 0 0 1 1 2 15 17 15 16 63 3 12 7 5 27 15 40 19 6 80 3 12 1 5 21 48 67 45 53 213 9 7 5 12 33 512

System 3 2 4 3 12 0 0 0 0 0 3 5 3 7 18 1 2 2 0 5 0 3 0 2 5 1 3 3 5 12 2 1 5 6 14 1 3 3 2 9 75

Inadequate rules 9 7 11 10 37 0 0 1 0 1 10 10 7 10 37 1 3 2 1 7 4 8 2 2 16 1 4 3 1 9 15 11 11 16 53 4 3 4 4 15 175

Others 11 8 4 1 24 1 0 0 0 1 47 29 34 31 141 3 1 14 5 23 7 8 5 3 23 12 6 6 1 25 25 19 25 13 82 18 17 23 19 77 396

Total 178 215 145 138 676 12 0 5 5 22 265 318 262 290 1,135 46 79 116 51 292 209 238 151 60 658 70 79 52 59 260 685 622 696 655 2,658 172 105 147 175 599 6,300

(Note) “Cause of event” may have been more than one.
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2-[4] Details of Reports Made by Medical Institutions Subject to Reporting Requirement (by Month of Occurrence)

[4] Details of Reports Made by Medical Institutions Subject to Reporting 
Requirement (by Month of Occurrence)

The quarterly tabulation of reports on medical adverse events occurred in 2011 made by medical 
institutions subject to reporting requirement between January 1, 2011 and June 30, 2012 is shown by month 
of occurrence below. 

Fig. II-2-23     (YA-28-B) Job Title of the Person Involved

Job title of the person involved (Note)
Number of event

January to
March

April to
June

July to
September

October to
December Total

Doctor 236 347 308 293 1,184
Dentist 13 13 7 9 42
Nurse 325 506 385 335 1,551

Assistant nurse 3 3 6 11 23
Pharmacist 3 4 4 9 20

Clinical engineer 5 3 1 1 10
Midwife 0 0 2 0 2

Nursing assistant 3 2 4 1 10
Radiological technologist 1 5 4 7 17

Clinical technologist 3 1 2 3 9
Registered dietitian 0 1 0 0 1

Dietitian 0 0 0 2 2
Cook/kitchen staff 0 1 1 4 6

Physical therapist (PT) 1 2 4 4 11
Occupational therapist (OT) 2 2 0 1 5

Speech -language -hearing therapist (ST) 0 0 0 0 0
Medical technologist 0 0 0 0 0

Dental hygienist 0 0 0 0 0
Dental technologist 0 1 0 0 1

Others 11 7 5 6 29
Total 606 898 733 686 2,923

(Note) The person involved is a person determined by the medical institution to have been involved in the event occurred; more than 1 person may have been involved.
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Fig. II-2-24    (YA-29-B) Years of Experience of the Person Involved
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Less than 1 year 34 3 104 0 0 1 0 0 1 1 0 1 0 2 0 0 0 0 0 6 153

1 year 34 4 168 1 2 0 1 0 3 0 0 0 0 1 0 0 0 0 0 2 216

2 years 57 7 153 0 2 0 0 2 0 1 0 0 0 0 1 0 0 0 0 2 225

3 years 65 2 114 0 1 1 0 0 0 0 1 0 0 1 1 0 0 0 0 1 187

4 years 56 0 126 0 2 0 0 0 2 0 0 0 0 0 0 0 0 0 0 1 187

5 years 69 1 105 0 0 1 0 1 0 1 0 0 0 0 0 0 0 0 0 3 181

6 years 56 2 80 0 3 0 0 0 0 0 0 0 0 1 0 0 0 0 0 2 144

7 years 52 2 40 0 1 0 1 0 1 1 0 0 0 1 0 0 0 0 0 2 101

8 years 69 2 41 0 1 0 0 0 0 0 0 0 1 0 0 0 0 0 0 1 115

9 years 56 0 28 0 0 0 0 0 0 0 0 0 1 0 1 0 0 0 0 1 87

10 years 57 1 51 0 1 0 0 1 0 0 0 1 0 0 0 0 0 0 0 0 112

11 years 65 1 25 0 0 1 0 0 1 0 0 0 1 0 0 0 0 0 0 0 94

12 years 38 3 24 0 1 0 0 1 0 0 0 0 0 0 0 0 0 0 0 0 67

13 years 45 0 29 0 1 0 0 0 1 0 0 0 0 0 0 0 0 0 0 0 76

14 years 39 2 25 1 0 0 0 0 0 0 0 0 1 1 0 0 0 0 0 0 69

15 years 42 2 27 0 1 0 0 0 1 0 0 0 0 0 0 0 0 0 0 0 73

16 years 34 3 26 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 63

17 years 46 0 21 1 0 3 0 0 0 0 0 0 0 0 0 0 0 0 0 0 71

18 years 25 0 24 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 51

19 years 36 2 20 0 1 1 0 0 2 0 0 0 0 2 0 0 0 0 0 0 64

20 years 48 0 40 0 1 0 0 0 1 0 0 0 0 0 0 0 0 0 0 0 90

21 years 19 2 15 0 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 37

22 years 17 0 17 0 0 0 0 0 1 0 0 0 1 0 1 0 0 0 0 0 37

23 years 18 0 31 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 2 51

24 years 13 0 24 1 0 0 0 0 0 2 0 0 0 0 0 0 0 0 0 0 40

25 years 17 1 25 2 0 0 0 1 0 0 0 0 0 0 0 0 0 0 0 1 47

26 years 19 1 14 0 0 0 0 0 0 0 0 0 0 2 1 0 0 0 0 1 38

27 years 13 0 19 2 0 0 0 0 1 0 0 0 0 0 0 0 0 0 0 1 36

28 years 6 0 20 0 1 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 28

29 years 14 0 14 1 0 0 0 2 1 0 0 0 0 0 0 0 0 0 0 0 32

30 years 5 1 31 2 1 0 0 0 0 1 0 0 0 0 0 0 0 0 0 1 42

31 years 4 0 18 2 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 24

32 years 4 0 9 1 0 0 0 2 1 1 0 0 0 0 0 0 0 0 0 0 18

33 years 5 0 10 4 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 19

34 years 1 0 9 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0 0 1 12

35 years 0 0 11 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 13

36 years 4 0 3 0 0 0 0 0 0 0 0 0 1 0 0 0 0 0 0 0 8

37 years 1 0 3 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 4

38 years 0 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1

39 years 0 0 1 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 2

40 years or longer 1 0 5 2 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 8

Total 1,184 42 1,551 23 20 10 2 10 17 9 1 2 6 11 5 0 0 0 1 29 2,923

(Note) The person involved is a person determined by the medical institution to have been involved in the event occurred; more than 1 person may have been involved.
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2-[4] Details of Reports Made by Medical Institutions Subject to Reporting Requirement (by Month of Occurrence)

Fig. II-2-24    (YA-29-B) Years of Experience of the Person Involved
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Less than 1 year 34 3 104 0 0 1 0 0 1 1 0 1 0 2 0 0 0 0 0 6 153

1 year 34 4 168 1 2 0 1 0 3 0 0 0 0 1 0 0 0 0 0 2 216

2 years 57 7 153 0 2 0 0 2 0 1 0 0 0 0 1 0 0 0 0 2 225

3 years 65 2 114 0 1 1 0 0 0 0 1 0 0 1 1 0 0 0 0 1 187

4 years 56 0 126 0 2 0 0 0 2 0 0 0 0 0 0 0 0 0 0 1 187

5 years 69 1 105 0 0 1 0 1 0 1 0 0 0 0 0 0 0 0 0 3 181

6 years 56 2 80 0 3 0 0 0 0 0 0 0 0 1 0 0 0 0 0 2 144

7 years 52 2 40 0 1 0 1 0 1 1 0 0 0 1 0 0 0 0 0 2 101

8 years 69 2 41 0 1 0 0 0 0 0 0 0 1 0 0 0 0 0 0 1 115

9 years 56 0 28 0 0 0 0 0 0 0 0 0 1 0 1 0 0 0 0 1 87

10 years 57 1 51 0 1 0 0 1 0 0 0 1 0 0 0 0 0 0 0 0 112

11 years 65 1 25 0 0 1 0 0 1 0 0 0 1 0 0 0 0 0 0 0 94

12 years 38 3 24 0 1 0 0 1 0 0 0 0 0 0 0 0 0 0 0 0 67

13 years 45 0 29 0 1 0 0 0 1 0 0 0 0 0 0 0 0 0 0 0 76

14 years 39 2 25 1 0 0 0 0 0 0 0 0 1 1 0 0 0 0 0 0 69

15 years 42 2 27 0 1 0 0 0 1 0 0 0 0 0 0 0 0 0 0 0 73

16 years 34 3 26 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 63

17 years 46 0 21 1 0 3 0 0 0 0 0 0 0 0 0 0 0 0 0 0 71

18 years 25 0 24 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 51

19 years 36 2 20 0 1 1 0 0 2 0 0 0 0 2 0 0 0 0 0 0 64

20 years 48 0 40 0 1 0 0 0 1 0 0 0 0 0 0 0 0 0 0 0 90

21 years 19 2 15 0 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 37

22 years 17 0 17 0 0 0 0 0 1 0 0 0 1 0 1 0 0 0 0 0 37

23 years 18 0 31 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 2 51

24 years 13 0 24 1 0 0 0 0 0 2 0 0 0 0 0 0 0 0 0 0 40

25 years 17 1 25 2 0 0 0 1 0 0 0 0 0 0 0 0 0 0 0 1 47

26 years 19 1 14 0 0 0 0 0 0 0 0 0 0 2 1 0 0 0 0 1 38

27 years 13 0 19 2 0 0 0 0 1 0 0 0 0 0 0 0 0 0 0 1 36

28 years 6 0 20 0 1 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 28

29 years 14 0 14 1 0 0 0 2 1 0 0 0 0 0 0 0 0 0 0 0 32

30 years 5 1 31 2 1 0 0 0 0 1 0 0 0 0 0 0 0 0 0 1 42

31 years 4 0 18 2 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 24

32 years 4 0 9 1 0 0 0 2 1 1 0 0 0 0 0 0 0 0 0 0 18

33 years 5 0 10 4 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 19

34 years 1 0 9 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0 0 1 12

35 years 0 0 11 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 13

36 years 4 0 3 0 0 0 0 0 0 0 0 0 1 0 0 0 0 0 0 0 8

37 years 1 0 3 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 4

38 years 0 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1

39 years 0 0 1 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 2

40 years or longer 1 0 5 2 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 8

Total 1,184 42 1,551 23 20 10 2 10 17 9 1 2 6 11 5 0 0 0 1 29 2,923

(Note) The person involved is a person determined by the medical institution to have been involved in the event occurred; more than 1 person may have been involved.
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Fig. II-2-25     (YA-30-B) Number of Years Person Involved Has Been Working at the Current Department
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of years 
person 

involved 
has been 

working at 
the current 
department

D
oc

to
r

D
en

tis
t

N
ur

se

A
ss

is
ta

nt
 

nu
rs

e

Ph
ar

m
ac

is
t

C
lin

ic
al

 
en

gi
ne

er

M
id

w
ife

N
ur

si
ng

 
as

si
st

an
t

R
ad

io
lo

gi
ca

l 
te

ch
no

lo
gi

st

Cl
in

ic
al

 
te

ch
no

lo
gi

st

R
eg

is
te

re
d 

di
et

iti
an

D
ie

tit
ia

n

C
oo

k/
ki

tc
he

n 
st

af
f

Ph
ys

ic
al

 
th

er
ap

is
t (

PT
)

Oc
cu

pa
tio

na
l 

th
er

ap
ist

 (O
T)

Sp
ee

ch
 

-la
ng

ua
ge

 
-h

ea
ri

ng
 

th
er

ap
is

t (
ST

)

M
ed

ic
al

 
te

ch
no

lo
gi

st

D
en

ta
l 

hy
gi

en
is

t

De
nt

al
 

te
ch

no
lo

gi
st

 

O
th

er
s

To
ta

l

Less than 1 year 306 4 310 2 5 1 1 2 3 2 0 1 0 2 0 0 0 0 0 13 652

1 year 154 7 347 4 5 1 1 0 3 1 0 0 1 2 0 0 0 0 0 4 530

2 years 127 8 256 5 4 1 0 1 1 1 0 0 0 1 2 0 0 0 0 2 409

3 years 93 3 203 2 2 1 0 0 1 2 1 0 1 1 1 0 0 0 0 1 312

4 years 74 2 146 5 0 0 0 1 2 0 0 1 2 0 0 0 0 0 0 1 234

5 years 66 1 100 1 0 2 0 2 1 1 0 0 0 1 1 0 0 0 0 4 180

6 years 56 3 63 3 1 0 0 4 0 0 0 0 0 2 0 0 0 0 0 0 132

7 years 48 4 39 1 1 1 0 0 1 2 0 0 0 0 1 0 0 0 0 1 99

8 years 37 1 23 0 0 2 0 0 1 0 0 0 0 0 0 0 0 0 0 0 64

9 years 36 0 15 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 51

10 years 37 0 12 0 1 0 0 0 1 0 0 0 1 0 0 0 0 0 0 1 53

11 years 17 1 8 0 0 1 0 0 1 0 0 0 0 0 0 0 0 0 0 0 28

12 years 12 1 4 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 17

13 years 16 1 1 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 19

14 years 16 0 4 0 0 0 0 0 0 0 0 0 0 1 0 0 0 0 0 0 21

15 years 14 0 4 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 18

16 years 14 3 4 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 21

17 years 12 0 3 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 15

18 years 10 1 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 13

19 years 8 1 0 0 0 0 0 0 2 0 0 0 0 1 0 0 0 0 0 0 12

20 years 8 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 8

21 years 2 1 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 4

22 years 6 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 7

23 years 2 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 2

24 years 3 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 3

25 years 3 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 4

26 years 3 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 5

27 years 0 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1

28 years 0 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1

29 years 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1

30 years 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1

31 years 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 0 0 0 0 0 1

32 years 0 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1

33 years 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

34 years 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

35 years 0 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 2

36 years 2 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 2

37 years 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

38 years 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

39 years 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

40 years or longer 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

Total 1,184 42 1,551 23 20 10 2 10 17 9 1 2 6 11 5 0 0 0 1 29 2,923

(Note) The person involved is a person determined by the medical institution to have been involved in the event occurred; more than 1 person may have been involved.
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Fig. II-2-25     (YA-30-B) Number of Years Person Involved Has Been Working at the Current Department
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Less than 1 year 306 4 310 2 5 1 1 2 3 2 0 1 0 2 0 0 0 0 0 13 652

1 year 154 7 347 4 5 1 1 0 3 1 0 0 1 2 0 0 0 0 0 4 530

2 years 127 8 256 5 4 1 0 1 1 1 0 0 0 1 2 0 0 0 0 2 409

3 years 93 3 203 2 2 1 0 0 1 2 1 0 1 1 1 0 0 0 0 1 312

4 years 74 2 146 5 0 0 0 1 2 0 0 1 2 0 0 0 0 0 0 1 234

5 years 66 1 100 1 0 2 0 2 1 1 0 0 0 1 1 0 0 0 0 4 180

6 years 56 3 63 3 1 0 0 4 0 0 0 0 0 2 0 0 0 0 0 0 132

7 years 48 4 39 1 1 1 0 0 1 2 0 0 0 0 1 0 0 0 0 1 99

8 years 37 1 23 0 0 2 0 0 1 0 0 0 0 0 0 0 0 0 0 0 64

9 years 36 0 15 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 51

10 years 37 0 12 0 1 0 0 0 1 0 0 0 1 0 0 0 0 0 0 1 53

11 years 17 1 8 0 0 1 0 0 1 0 0 0 0 0 0 0 0 0 0 0 28

12 years 12 1 4 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 17

13 years 16 1 1 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 19

14 years 16 0 4 0 0 0 0 0 0 0 0 0 0 1 0 0 0 0 0 0 21

15 years 14 0 4 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 18

16 years 14 3 4 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 21

17 years 12 0 3 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 15

18 years 10 1 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 13

19 years 8 1 0 0 0 0 0 0 2 0 0 0 0 1 0 0 0 0 0 0 12

20 years 8 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 8

21 years 2 1 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 4

22 years 6 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 7

23 years 2 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 2

24 years 3 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 3

25 years 3 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 4

26 years 3 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 5

27 years 0 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1

28 years 0 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1

29 years 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1

30 years 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1

31 years 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 0 0 0 0 0 1

32 years 0 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1

33 years 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

34 years 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

35 years 0 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 2

36 years 2 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 2

37 years 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

38 years 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

39 years 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

40 years or longer 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

Total 1,184 42 1,551 23 20 10 2 10 17 9 1 2 6 11 5 0 0 0 1 29 2,923

(Note) The person involved is a person determined by the medical institution to have been involved in the event occurred; more than 1 person may have been involved.

2-[4] Details of Reports Made by Medical Institutions Subject to Reporting Requirement (by Month of Occurrence)
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Fig. II-2-26    (YA-35-B) Summary of Event

Summary of event
January to

March
April to 

June
July to

September
October to
December Total

Number 
of event % Number 

of event % Number 
of event % Number 

of event % Number 
of event %

Drug 39 8.6 58 8.3 33 6.0 38 7.6 168 7.6

Blood transfusion 1 0.2 0 0.0 1 0.2 1 0.2 3 0.1

Treatment/procedure 88 19.3 144 20.7 133 24.2 114 22.9 479 21.8

Medical device, etc. 20 4.4 36 5.2 22 4.0 15 3.0 93 4.2

Drainage tube or other tube 38 8.4 95 13.7 33 6.0 22 4.4 188 8.5

Examination 18 4.0 33 4.7 18 3.3 26 5.2 95 4.3

Nursing care 210 46.2 267 38.4 249 45.3 224 44.9 950 43.2

Others 41 9.0 62 8.9 61 11.1 59 11.8 223 10.1

Total 455 100.0 695 100.0 550 100.0 499 100.0 2,199 100.0

Fig. II-2-27    (YA-37-B) Severity of Event

Severity of event 
January to

March
April to 

June
July to

September
October to
December Total

Number 
of event % Number 

of event % Number 
of event % Number 

of event % Number 
of event %

Death 21 4.6 36 5.2 44 8.0 42 8.4 143 6.5

High potential of residual disability 47 10.3 76 10.9 70 12.7 65 13.0 258 11.7

Low potential of residual disability 139 30.5 189 27.2 154 28.0 157 31.5 639 29.1

No potential of residual disability 152 33.4 194 27.9 138 25.1 123 24.6 607 27.6

No disability 83 18.2 182 26.2 124 22.5 90 18.0 479 21.8

Unknown 13 2.9 18 2.6 20 3.6 22 4.4 73 3.3

Total 455 100.0 695 100.0 550 100.0 499 100.0 2,199 100.0
(Note 1) “Severity of event” is not necessarily associated with occurrence of event or negligence.
(Note 2)  “Unknown” includes indefinite outcome at the time of reporting (within 2 weeks) and events of warning that did not affect patients’ conditions in any way.
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II 

Fig. II-2-28    (YA-40-B) Clinical Department

Clinical department
January to

March April to June July to
September

October to
December Total

Number 
of event % Number 

of event % Number 
of event % Number 

of event % Number 
of event %

Internal medicine 37 6.6 73 8.6 42 6.2 38 6.4 191 7.1
Anesthesiology 16 2.8 31 3.7 19 2.8 19 3.2 85 3.2
Cardiovascular medicine 27 4.8 50 5.9 38 5.6 41 6.9 156 5.8
Neurology 19 3.4 22 2.6 19 2.8 20 3.4 80 3.0
Respiratory tract medicine 35 6.2 29 3.4 46 6.8 33 5.5 143 5.3
Gastrointestinal medicine 33 5.9 52 6.1 48 7.1 52 8.7 185 6.9
Hematology 12 2.1 10 1.2 10 1.5 7 1.2 39 1.5
Circulatory surgery 3 0.5 6 0.7 2 0.3 8 1.3 19 0.7
Allergy 1 0.2 0 0.0 1 0.1 0 0.0 2 0.1
Rheumatism 2 0.4 2 0.2 3 0.4 6 1.0 13 0.5
Pediatrics 25 4.4 59 6.9 32 4.7 22 3.7 138 5.1
General surgery 43 7.6 62 7.3 36 5.3 35 5.9 176 6.6
Orthopedics 73 12.9 92 10.8 89 13.1 79 13.3 333 12.4
Plastic surgery 7 1.2 10 1.2 6 0.9 5 0.8 28 1.0
Cosmetic surgery 0 0.0 0 0.0 0 0.0 0 0.0 0 0.0
Neurosurgery 25 4.4 38 4.5 44 6.5 32 5.4 139 5.2
Respiratory surgery 4 0.7 19 2.2 12 1.8 13 2.2 48 1.8
Cardiovascular surgery 18 3.2 31 3.7 20 3.0 23 3.9 92 3.4
Pediatric surgery 3 0.5 12 1.4 4 0.6 5 0.8 24 0.9
Pain clinic 2 0.4 0 0.0 0 0.0 1 0.2 3 0.1
Dermatology 9 1.6 10 1.2 8 1.2 6 1.0 33 1.2
Urology 17 3.0 16 1.9 15 2.2 10 1.7 58 2.2
Venereology 0 0.0 0 0.0 0 0.0 0 0.0 0 0.0
Proctology 0 0.0 0 0.0 0 0.0 0 0.0 0 0.0
Gynecology/Obstetrics 6 1.1 9 1.1 6 0.9 7 1.2 28 1.0
Obstetrics 1 0.2 2 0.2 1 0.1 1 0.2 5 0.2
Gynecology 7 1.2 12 1.4 6 0.9 1 0.2 26 1.0
Ophthalmology 9 1.6 11 1.3 9 1.3 12 2.0 41 1.5
Otolaryngology 10 1.8 10 1.2 18 2.7 8 1.3 46 1.7
Psychosomatic medicine 0 0.0 1 0.1 0 0.0 0 0.0 1 0.0
Psychiatry 32 5.7 51 6.0 54 8.0 37 6.2 174 6.5
Rehabilitation 6 1.1 2 0.2 2 0.3 2 0.3 12 0.4
Radiology 11 2.0 14 1.6 12 1.8 14 2.3 51 1.9
Dentistry 1 0.2 4 0.5 1 0.1 1 0.2 7 0.3
Orthodontics 0 0.0 0 0.0 1 0.1 0 0.0 1 0.0
Pediatric dentistry 1 0.2 0 0.0 0 0.0 0 0.0 1 0.0
Dental/oral surgery 10 1.8 12 1.4 8 1.2 6 1.0 36 1.3
Unknown 1 0.2 0 0.0 0 0.0 1 0.2 2 0.1
Others 58 10.3 97 11.4 65 9.6 51 8.6 271 10.1

Total 564 100.0 849 100.0 677 100.0 596 100.0 2,687 100.0
 (Note)  “Clinical department” may be more than one.

2-[4] Details of Reports Made by Medical Institutions Subject to Reporting Requirement (by Month of Occurrence)
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Fig. II-2-29    (YA-41-B) Cause of Event

Cause of event 

January to
March

 April to 
June 

July to
September

October to
December Total

Number
of event % Number

of event % Number
of event % Number

of event % Number
of event %

Action of the person involved 541 6.8 825 6.6 637 6.6 619 6.4 2,622 6.6
Neglect to check 135 11.9 224 12.5 168 12.2 156 11.3 683 12.0
Neglect to observe 138 12.1 192 10.8 161 11.7 133 9.6 624 11.0
Delayed (neglected) reporting 10 0.9 14 0.8 16 1.2 7 0.5 47 0.8
Inadequate documentation 7 0.6 17 1.0 14 1.0 10 0.7 48 0.8
In adequate coordination 59 5.2 87 4.9 68 4.9 85 6.2 299 5.3
Inadequate (neglected) explanation to patient 70 6.2 91 5.1 71 5.2 65 4.7 297 5.2
Misjudgment 122 10.7 200 11.2 139 10.1 163 11.8 624 11.0

Human factors 212 3.1 303 2.8 239 2.9 260 3.2 1,014 3.0
Lack of knowledge 59 5.2 84 4.7 69 5.0 63 4.6 275 4.8
Deficiency of technique/skill 51 4.5 93 5.2 62 4.5 78 5.7 284 5.0
Busy working condition 38 3.3 54 3.0 50 3.6 66 4.8 208 3.7
Under unusual physical condition 10 0.9 7 0.4 6 0.4 12 0.9 35 0.6
Under unusual psychological condition 13 1.1 9 0.5 15 1.1 11 0.8 48 0.8
Others 41 3.6 56 3.1 37 2.7 30 2.2 164 2.9

Environment/facilities and devices 190 2.4 309 2.5 251 2.6 240 2.5 990 2.5
Computerized system 12 1.1 16 0.9 6 0.4 7 0.5 41 0.7
Drug 10 0.9 19 1.1 16 1.2 17 1.2 62 1.1
Medical device 20 1.8 44 2.5 34 2.5 28 2.0 126 2.2
Facility 14 1.2 32 1.8 23 1.7 22 1.6 91 1.6
Other items 14 1.2 25 1.4 15 1.1 15 1.1 69 1.2
Patient side 98 8.6 140 7.8 130 9.4 128 9.3 496 8.7
Others 22 1.9 33 1.8 27 2.0 23 1.7 105 1.8

Others 194 4.3 348 4.9 249 4.5 263 4.7 1,054 4.7
Education/training 67 5.9 183 10.3 87 6.3 112 8.1 449 7.9
System 16 1.4 17 1.0 18 1.3 28 2.0 79 1.4
Inadequate rules 27 2.4 42 2.4 50 3.6 40 2.9 159 2.8
Others 84 7.4 106 5.9 94 6.8 83 6.0 367 6.5

Total 1,137 100.0 1,785 100.0 1,376 100.0 1,382 100.0 5,680 100.0
(Note) “Cause of event” may have been more than one.

Fig. II-2-30    (YA-42-B) Events Encouraged to Be Reported

Events encouraged to be reported
January to

March April to June July to
September

October to
December Total

Number 
of event % Number 

of event % Number 
of event % Number 

of event % Number 
of event %

Accident due to use of contaminated 
drug/material/biologic product 1 0.2 1 0.1 1 0.2 0 0.0 3 0.1

Death or disability due to 
nosocomial infection 0 0.0 1 0.1 0 0.0 0 0.0 1 0.0

Suicide or attempted suicide of patient 8 1.8 13 1.9 16 2.9 7 1.4 44 2.1

Disappearance of inpatient 1 0.2 2 0.3 2 0.4 2 0.4 7 0.3

Burn of patient 4 0.9 5 0.7 8 1.5 7 1.4 24 1.1

Electric shock of patient 0 0.0 0 0.0 0 0.0 0 0.0 0 0.0

Death or disability of patient due to facility fire 0 0.0 0 0.0 0 0.0 0 0.0 0 0.0

Handling over of infant to wrong parent 1 0.2 0 0.0 0 0.0 0 0.0 1 0.0
No applicable option 440 96.7 673 96.8 523 95.1 483 96.8 2,119 96.4

Total 455 100.0 695 100.0 550 100.0 499 100.0 2,199 100.0
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Fig. II-2-31    (YA-64-B) Situation and Severity of Event

Situation × Severity of event

Death High potential of residual 
disability

Low potential of residual 
disability

No potential of residual 
disability No disability Unknown
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Related to drug 168 
Hand-written prescription 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 1 2 0 0 0 0 0 2
Order given for a prescription to be written 0 0 0 0 0 0 1 0 0 1 2 1 0 0 3 2 2 1 1 6 0 1 1 1 3 0 0 1 0 1 14
Verbal prescription 0 0 0 0 0 0 0 0 0 0 1 0 0 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1
Hand-written change of prescription 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 0 1 0 0 0 0 0 1
Order given for a prescription to be changed 0 0 1 0 1 0 0 0 0 0 1 0 0 0 1 0 1 0 0 1 0 0 0 0 0 0 0 0 1 1 4
Verbal change of prescription 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 0 0 0 0 0 1
Prescription, others 0 0 0 0 0 0 0 0 0 0 0 1 0 0 1 1 2 0 0 3 0 0 0 1 1 0 0 0 0 0 5
Oral drug dispensing 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 1 0 1 0 2 0 1 0 0 1 0 0 0 0 0 4
Injection dispensing 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 2 2 0 0 0 2 0 0 0 0 0 4
Blood product dispensing 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
External application dispensing 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 0 0 0 0 0 0 0 1 1 0 0 0 0 0 2
Dispensing, others 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 0 0 1 0 1 2
Oral drug management 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1
Injection drug management 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 1 0 0 0 0 0 1
Blood product management 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
External medicine management 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Drug product management, others 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 1 0 0 0 1 0 0 0 0 0 2
Drug preparation 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 2 0 0 2 0 0 0 0 0 2
Subcutaneous/intramuscular injection 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 1 3 1 3 0 0 4 0 0 0 1 1 8
Intravenous injection 0 1 0 0 1 0 0 0 1 1 2 1 0 0 3 4 1 0 3 8 0 2 0 3 5 0 1 0 1 2 20
Arterial injection 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 1 0 0 0 0 0 0 1 0 0 1 2
Peripheral intravenous infusion 0 0 0 0 0 0 0 1 1 2 3 1 0 1 5 1 2 1 1 5 1 11 3 2 17 0 0 1 0 1 30
Central venous injection 0 1 0 0 1 0 0 0 0 0 1 0 1 0 2 2 0 0 0 2 0 0 0 2 2 0 0 0 1 1 8
Oral administration 0 1 1 1 3 0 0 0 0 0 0 2 2 3 7 1 3 3 2 9 4 8 4 3 19 0 0 0 0 0 38
External application 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Suppository 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Inhalant 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Nose drop/eye drop/ ear drop 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 0 2 0 0 0 0 0 2
Other drug administration 0 0 0 0 0 1 0 1 0 2 2 0 1 0 3 1 1 0 0 2 0 3 2 1 6 0 0 0 1 1 14

Related to blood transfusion 3
Hand-written prescription 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Order given for a prescription to be written 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 0 0 0 0 0 1
Verbal prescription 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Hand-written change of prescription 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Order given for a prescription to be changed 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Verbal change of prescription 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Prescription, others 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Preparation 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Practice 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Transfusion examination, others 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Preparation 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Practice 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Irradiation, others 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Product delivery 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Transfusion preparation, others 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Practice 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 1 2 0 0 0 0 0 2
Transfusion practice, others 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

Related to treatment/procedure 479
Hand-written orders 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Order given for orders to be written 0 0 0 0 0 0 0 1 0 1 0 0 0 1 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 2
Verbal orders 0 0 0 0 0 0 0 0 0 0 1 2 0 0 3 1 0 0 0 1 0 0 1 0 1 0 0 0 0 0 5
Hand-written change of orders 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

(Note 1) “Severity of event” is not necessarily associated with occurrence of event or negligence.
(Note 2) “Unknown” includes indefinite outcome at the time of reporting (within 2 weeks) and events of warning that did not affect patients’ conditions in any way.
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Fig. II-2-31    (YA-64-B) Situation and Severity of Event
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Related to drug 168 
Hand-written prescription 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 1 2 0 0 0 0 0 2
Order given for a prescription to be written 0 0 0 0 0 0 1 0 0 1 2 1 0 0 3 2 2 1 1 6 0 1 1 1 3 0 0 1 0 1 14
Verbal prescription 0 0 0 0 0 0 0 0 0 0 1 0 0 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1
Hand-written change of prescription 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 0 1 0 0 0 0 0 1
Order given for a prescription to be changed 0 0 1 0 1 0 0 0 0 0 1 0 0 0 1 0 1 0 0 1 0 0 0 0 0 0 0 0 1 1 4
Verbal change of prescription 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 0 0 0 0 0 1
Prescription, others 0 0 0 0 0 0 0 0 0 0 0 1 0 0 1 1 2 0 0 3 0 0 0 1 1 0 0 0 0 0 5
Oral drug dispensing 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 1 0 1 0 2 0 1 0 0 1 0 0 0 0 0 4
Injection dispensing 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 2 2 0 0 0 2 0 0 0 0 0 4
Blood product dispensing 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
External application dispensing 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 0 0 0 0 0 0 0 1 1 0 0 0 0 0 2
Dispensing, others 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 0 0 1 0 1 2
Oral drug management 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1
Injection drug management 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 1 0 0 0 0 0 1
Blood product management 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
External medicine management 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Drug product management, others 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 1 0 0 0 1 0 0 0 0 0 2
Drug preparation 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 2 0 0 2 0 0 0 0 0 2
Subcutaneous/intramuscular injection 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 1 3 1 3 0 0 4 0 0 0 1 1 8
Intravenous injection 0 1 0 0 1 0 0 0 1 1 2 1 0 0 3 4 1 0 3 8 0 2 0 3 5 0 1 0 1 2 20
Arterial injection 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 1 0 0 0 0 0 0 1 0 0 1 2
Peripheral intravenous infusion 0 0 0 0 0 0 0 1 1 2 3 1 0 1 5 1 2 1 1 5 1 11 3 2 17 0 0 1 0 1 30
Central venous injection 0 1 0 0 1 0 0 0 0 0 1 0 1 0 2 2 0 0 0 2 0 0 0 2 2 0 0 0 1 1 8
Oral administration 0 1 1 1 3 0 0 0 0 0 0 2 2 3 7 1 3 3 2 9 4 8 4 3 19 0 0 0 0 0 38
External application 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Suppository 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Inhalant 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Nose drop/eye drop/ ear drop 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 0 2 0 0 0 0 0 2
Other drug administration 0 0 0 0 0 1 0 1 0 2 2 0 1 0 3 1 1 0 0 2 0 3 2 1 6 0 0 0 1 1 14

Related to blood transfusion 3
Hand-written prescription 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Order given for a prescription to be written 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 0 0 0 0 0 1
Verbal prescription 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Hand-written change of prescription 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Order given for a prescription to be changed 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Verbal change of prescription 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Prescription, others 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Preparation 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Practice 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Transfusion examination, others 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Preparation 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Practice 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Irradiation, others 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Product delivery 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Transfusion preparation, others 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Practice 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 1 2 0 0 0 0 0 2
Transfusion practice, others 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

Related to treatment/procedure 479
Hand-written orders 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Order given for orders to be written 0 0 0 0 0 0 0 1 0 1 0 0 0 1 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 2
Verbal orders 0 0 0 0 0 0 0 0 0 0 1 2 0 0 3 1 0 0 0 1 0 0 1 0 1 0 0 0 0 0 5
Hand-written change of orders 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

(Note 1) “Severity of event” is not necessarily associated with occurrence of event or negligence.
(Note 2) “Unknown” includes indefinite outcome at the time of reporting (within 2 weeks) and events of warning that did not affect patients’ conditions in any way.

2-[4] Details of Reports Made by Medical Institutions Subject to Reporting Requirement (by Month of Occurrence)
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Order given for orders to be changed 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Verbal change of order 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Order, others 0 0 0 0 0 0 3 3 2 8 9 2 3 3 17 1 1 2 5 9 0 0 0 0 0 0 0 0 0 0 34
Management 1 3 4 3 11 3 1 3 2 9 2 2 3 3 10 2 0 1 2 5 1 1 6 3 11 0 0 0 0 0 46
Management, others 0 0 2 1 3 0 0 1 1 2 0 0 0 0 0 0 1 1 0 2 1 0 0 0 1 0 0 0 0 0 8
Preparation 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 1 0 0 1 1 0 0 0 1 0 0 0 0 0 3
Preparation, others 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Conducting 5 9 6 7 27 8 24 12 16 60 19 35 27 25 106 20 28 21 15 84 6 21 24 15 66 4 3 4 5 16 359
Treatment/procedure, others 0 0 0 1 1 0 2 2 1 5 1 0 0 1 2 2 2 3 0 7 0 3 3 1 7 0 0 0 0 0 22

Related to use/management of medical device and materials 93
Hand-written orders 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 0 0 0 0 0 0 0 0 0 1
Order given for orders to be written 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 0 0 0 0 0 0 0 0 0 1
Verbal order 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 1 1 0 1 0 2 0 0 0 0 0 3
Hand-written change of orders 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Order given for orders to be changed 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Verbal change of order 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Order, others 0 0 0 0 0 0 0 1 0 1 1 0 0 0 1 2 0 2 0 4 0 0 0 0 0 0 0 0 0 0 6
Management 0 0 0 0 0 0 0 0 0 0 0 2 1 0 3 0 0 2 1 3 1 0 1 0 2 0 0 0 0 0 8
Preparation 0 0 0 1 1 0 0 0 0 0 0 1 0 0 1 1 0 0 0 1 1 0 0 0 1 0 0 0 0 0 4
While using 1 2 0 1 4 2 4 0 1 7 2 2 3 4 11 3 12 3 2 20 5 12 8 3 28 0 0 0 0 0 70

Related to use/management of drainage tube or other tube 188
Hand-written orders 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Order given for order to be written 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 0 1 0 0 1 0 1 0 0 1 0 0 0 0 0 3
Verbal order 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 0 2 0 0 0 0 0 0 0 0 0 0 2
Hand-written change of orders 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Order given for orders to be changed 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Verbal change of order 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Order, others 0 0 0 0 0 1 0 0 1 2 1 1 1 1 4 1 0 0 0 1 0 1 0 0 1 0 0 0 0 0 8
Management 0 1 1 1 3 0 0 0 0 0 4 4 1 0 9 4 6 2 2 14 1 6 1 0 8 0 0 1 0 1 35
Preparation 0 0 0 0 0 0 0 0 0 0 0 1 0 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1
While using 2 1 1 0 4 2 2 1 1 6 5 5 6 6 22 9 23 7 5 44 6 39 9 5 59 1 2 1 0 4 139

Related to examination 95
Hand-written orders 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 0 0 0 0 0 1
Order given for orders to be written 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 0 0 0 0 1
Verbal order 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Change of order by hand 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Order given for orders to be changed 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Verbal change of order 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Order, others 0 0 0 0 0 0 0 0 0 0 2 5 0 2 9 2 3 0 0 5 0 0 0 0 0 0 0 0 0 0 14
Management 0 0 1 0 1 1 1 1 2 5 0 0 0 0 0 0 0 0 0 0 0 2 1 0 3 0 0 0 0 0 9
Preparation 0 0 0 0 0 0 0 0 0 0 1 0 0 1 2 0 1 0 1 2 0 1 0 1 2 0 0 0 0 0 6
While conducting 1 0 1 4 6 1 3 6 3 13 5 3 2 6 16 0 6 2 1 9 5 7 2 4 18 0 1 1 0 2 64

Related to nursing care 950
Hand-written plans or orders 0 0 0 0 0 1 1 1 0 3 0 0 1 0 1 0 0 1 0 1 0 0 0 1 1 0 0 0 0 0 6
Order given for plans or orders to be written 0 0 0 0 0 0 0 0 0 0 0 1 0 0 1 1 1 0 0 2 0 1 0 0 1 0 0 0 0 0 4
Verbal plan or order 0 0 0 1 1 0 0 0 0 0 0 0 0 0 0 0 0 0 2 2 0 0 0 0 0 0 0 0 0 0 3
Hand-written change of plans or orders 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Order given for plans or orders to be changed 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Verbal change of plans or orders 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Plans/orders, others 0 0 0 0 0 1 0 0 1 2 2 2 5 3 12 0 2 2 2 6 0 1 0 1 2 0 0 0 1 1 23
Management 7 6 11 4 28 7 13 10 9 39 28 40 45 41 154 34 38 31 22 125 25 24 23 12 84 3 3 3 2 11 441
Preparation 0 0 0 0 0 0 0 1 0 1 1 3 0 1 5 0 2 2 0 4 0 0 1 0 1 0 0 0 0 0 11
While conducting 1 1 7 7 16 9 6 11 9 35 32 56 33 36 157 42 39 35 42 158 12 21 22 21 76 4 6 4 6 20 462

Others 3 10 8 10 31 10 15 14 14 53 11 16 17 16 60 12 12 12 10 46 4 8 7 6 25 1 1 3 3 8 223
Total 21 36 44 42 143 47 76 70 65 258 139 189 154 157 639 152 194 138 123 607 83 182 124 90 479 13 18 20 22 73 2,199
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Order given for orders to be changed 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Verbal change of order 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Order, others 0 0 0 0 0 0 3 3 2 8 9 2 3 3 17 1 1 2 5 9 0 0 0 0 0 0 0 0 0 0 34
Management 1 3 4 3 11 3 1 3 2 9 2 2 3 3 10 2 0 1 2 5 1 1 6 3 11 0 0 0 0 0 46
Management, others 0 0 2 1 3 0 0 1 1 2 0 0 0 0 0 0 1 1 0 2 1 0 0 0 1 0 0 0 0 0 8
Preparation 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 1 0 0 1 1 0 0 0 1 0 0 0 0 0 3
Preparation, others 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Conducting 5 9 6 7 27 8 24 12 16 60 19 35 27 25 106 20 28 21 15 84 6 21 24 15 66 4 3 4 5 16 359
Treatment/procedure, others 0 0 0 1 1 0 2 2 1 5 1 0 0 1 2 2 2 3 0 7 0 3 3 1 7 0 0 0 0 0 22

Related to use/management of medical device and materials 93
Hand-written orders 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 0 0 0 0 0 0 0 0 0 1
Order given for orders to be written 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 0 0 0 0 0 0 0 0 0 1
Verbal order 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 1 1 0 1 0 2 0 0 0 0 0 3
Hand-written change of orders 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Order given for orders to be changed 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Verbal change of order 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Order, others 0 0 0 0 0 0 0 1 0 1 1 0 0 0 1 2 0 2 0 4 0 0 0 0 0 0 0 0 0 0 6
Management 0 0 0 0 0 0 0 0 0 0 0 2 1 0 3 0 0 2 1 3 1 0 1 0 2 0 0 0 0 0 8
Preparation 0 0 0 1 1 0 0 0 0 0 0 1 0 0 1 1 0 0 0 1 1 0 0 0 1 0 0 0 0 0 4
While using 1 2 0 1 4 2 4 0 1 7 2 2 3 4 11 3 12 3 2 20 5 12 8 3 28 0 0 0 0 0 70

Related to use/management of drainage tube or other tube 188
Hand-written orders 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Order given for order to be written 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 0 1 0 0 1 0 1 0 0 1 0 0 0 0 0 3
Verbal order 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 0 2 0 0 0 0 0 0 0 0 0 0 2
Hand-written change of orders 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Order given for orders to be changed 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Verbal change of order 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Order, others 0 0 0 0 0 1 0 0 1 2 1 1 1 1 4 1 0 0 0 1 0 1 0 0 1 0 0 0 0 0 8
Management 0 1 1 1 3 0 0 0 0 0 4 4 1 0 9 4 6 2 2 14 1 6 1 0 8 0 0 1 0 1 35
Preparation 0 0 0 0 0 0 0 0 0 0 0 1 0 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1
While using 2 1 1 0 4 2 2 1 1 6 5 5 6 6 22 9 23 7 5 44 6 39 9 5 59 1 2 1 0 4 139

Related to examination 95
Hand-written orders 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 0 0 0 0 0 1
Order given for orders to be written 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 0 0 0 0 1
Verbal order 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Change of order by hand 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Order given for orders to be changed 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Verbal change of order 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Order, others 0 0 0 0 0 0 0 0 0 0 2 5 0 2 9 2 3 0 0 5 0 0 0 0 0 0 0 0 0 0 14
Management 0 0 1 0 1 1 1 1 2 5 0 0 0 0 0 0 0 0 0 0 0 2 1 0 3 0 0 0 0 0 9
Preparation 0 0 0 0 0 0 0 0 0 0 1 0 0 1 2 0 1 0 1 2 0 1 0 1 2 0 0 0 0 0 6
While conducting 1 0 1 4 6 1 3 6 3 13 5 3 2 6 16 0 6 2 1 9 5 7 2 4 18 0 1 1 0 2 64

Related to nursing care 950
Hand-written plans or orders 0 0 0 0 0 1 1 1 0 3 0 0 1 0 1 0 0 1 0 1 0 0 0 1 1 0 0 0 0 0 6
Order given for plans or orders to be written 0 0 0 0 0 0 0 0 0 0 0 1 0 0 1 1 1 0 0 2 0 1 0 0 1 0 0 0 0 0 4
Verbal plan or order 0 0 0 1 1 0 0 0 0 0 0 0 0 0 0 0 0 0 2 2 0 0 0 0 0 0 0 0 0 0 3
Hand-written change of plans or orders 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Order given for plans or orders to be changed 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Verbal change of plans or orders 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Plans/orders, others 0 0 0 0 0 1 0 0 1 2 2 2 5 3 12 0 2 2 2 6 0 1 0 1 2 0 0 0 1 1 23
Management 7 6 11 4 28 7 13 10 9 39 28 40 45 41 154 34 38 31 22 125 25 24 23 12 84 3 3 3 2 11 441
Preparation 0 0 0 0 0 0 0 1 0 1 1 3 0 1 5 0 2 2 0 4 0 0 1 0 1 0 0 0 0 0 11
While conducting 1 1 7 7 16 9 6 11 9 35 32 56 33 36 157 42 39 35 42 158 12 21 22 21 76 4 6 4 6 20 462

Others 3 10 8 10 31 10 15 14 14 53 11 16 17 16 60 12 12 12 10 46 4 8 7 6 25 1 1 3 3 8 223
Total 21 36 44 42 143 47 76 70 65 258 139 189 154 157 639 152 194 138 123 607 83 182 124 90 479 13 18 20 22 73 2,199

2-[4] Details of Reports Made by Medical Institutions Subject to Reporting Requirement (by Month of Occurrence)
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Fig. II-2-32    (YA-65-B) Details of Event and Severity of Event

Details of event × Severity of event

Death High potential of residual 
disability

Low potential of residual 
disability

No potential of residual 
disability No disability Unknown
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Related to drug 168
Forgot to prescribe 0 0 0 0 0 0 0 0 0 0 1 0 0 0 1 0 0 0 0 0 1 0 0 0 1 0 0 0 0 0 2
Prescription delay 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Dose error 0 0 1 0 1 0 0 0 0 0 0 0 1 0 1 0 2 1 0 3 0 0 1 2 3 0 0 1 0 1 9
Double prescription 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Prescription of contraindicated drug 0 0 0 0 0 0 0 0 0 0 0 1 0 0 1 2 1 0 2 5 0 1 0 0 1 0 0 0 0 0 7
Misidentification of patient to receive the prescription 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 0 0 0 0 0 0 0 0 0 1
Mix-up in the prescribed drug 0 0 0 0 0 0 1 0 0 1 0 0 0 0 0 1 0 0 0 1 0 0 1 0 1 0 0 0 0 0 3
Wrong unit prescribed 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Wrong dosing method prescribed 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 0 0 0 0 1
Prescription, others 0 0 0 0 0 0 0 0 0 0 1 1 0 1 3 0 2 0 0 2 4 0 0 0 4 0 0 0 1 1 10
Forgot to dispense 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Prescription/prescription for injection checking error 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Dispensing error in weighing 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 1 0 0 1 0 1 2
Error in dose/number 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Error in packaging 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Dispensing error in standard 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 0 0 0 1 1 0 0 0 0 0 2
Dispensing error in unit 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 0 1 0 0 0 0 0 1
Dispensing error in drug 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Wrong instructions 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Misidentification of patient to be delivered the drug/product 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Wrong delivery of drug/product 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1
Delivery of expired product 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Dispensing, others 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Wrong description on drug bag/bottle 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Foreign object mixed in 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Bacterial contamination 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Expired product 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 1 0 0 0 0 0 1
Product management, others 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 1 0 0 0 1 0 0 0 0 0 2
Overdosing preparation 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 0 2 0 0 0 0 0 0 0 0 0 0 2
Underdosing preparation 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Wrong dosing time/date 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 0 0 0 0 0 1
Double dosing 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Dosing of contraindicated drug 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Dosing speed too fast 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Dosing speed too slow 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Patient misidentification 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Drug mix-up 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 1 0 0 0 0 0 1
Wrong unit 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 0 0 0 0 0 0 0 0 0 1
Wrong dosing method 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Neglected to dose 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Wrong mixture 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 1 0 0 0 0 0 1
Dosing preparation, others 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Overdose 0 0 1 0 1 0 0 1 1 2 6 1 0 2 9 3 3 1 0 7 1 8 2 4 15 0 0 0 0 0 34
Underdose 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 2 0 0 0 0 0 2
Wrong dosing time/date 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Double dosing 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 0 3 0 0 3 0 0 0 0 0 4
Dosing of contraindicated drug 0 0 0 1 1 0 0 0 0 0 0 0 0 0 0 0 1 1 0 2 0 0 1 1 2 0 0 0 0 0 5
Dosing speed too fast 0 1 0 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 3 0 1 4 0 1 0 1 2 7
Dosing speed too slow 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Patient misidentification 0 0 0 0 0 0 0 0 0 0 0 1 1 0 2 2 1 2 1 6 0 0 0 0 0 0 0 0 1 1 9
Drug mix-up 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 1 0 0 1 2 1 3 0 0 4 0 0 0 0 0 7
Wrong unit 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

(Note 1) “Severity of event” is not necessarily associated with occurrence of event or negligence.
(Note 2) “Unknown” includes indefinite outcome at the time of reporting (within 2 weeks) and events of warning that did not affect patients’ conditions in any way.
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Fig. II-2-32    (YA-65-B) Details of Event and Severity of Event

Details of event × Severity of event
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disability

No potential of residual 
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Related to drug 168
Forgot to prescribe 0 0 0 0 0 0 0 0 0 0 1 0 0 0 1 0 0 0 0 0 1 0 0 0 1 0 0 0 0 0 2
Prescription delay 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Dose error 0 0 1 0 1 0 0 0 0 0 0 0 1 0 1 0 2 1 0 3 0 0 1 2 3 0 0 1 0 1 9
Double prescription 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Prescription of contraindicated drug 0 0 0 0 0 0 0 0 0 0 0 1 0 0 1 2 1 0 2 5 0 1 0 0 1 0 0 0 0 0 7
Misidentification of patient to receive the prescription 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 0 0 0 0 0 0 0 0 0 1
Mix-up in the prescribed drug 0 0 0 0 0 0 1 0 0 1 0 0 0 0 0 1 0 0 0 1 0 0 1 0 1 0 0 0 0 0 3
Wrong unit prescribed 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Wrong dosing method prescribed 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 0 0 0 0 1
Prescription, others 0 0 0 0 0 0 0 0 0 0 1 1 0 1 3 0 2 0 0 2 4 0 0 0 4 0 0 0 1 1 10
Forgot to dispense 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Prescription/prescription for injection checking error 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Dispensing error in weighing 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 1 0 0 1 0 1 2
Error in dose/number 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Error in packaging 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Dispensing error in standard 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 0 0 0 1 1 0 0 0 0 0 2
Dispensing error in unit 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 0 1 0 0 0 0 0 1
Dispensing error in drug 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Wrong instructions 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Misidentification of patient to be delivered the drug/product 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Wrong delivery of drug/product 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1
Delivery of expired product 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Dispensing, others 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Wrong description on drug bag/bottle 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Foreign object mixed in 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Bacterial contamination 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Expired product 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 1 0 0 0 0 0 1
Product management, others 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 1 0 0 0 1 0 0 0 0 0 2
Overdosing preparation 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 0 2 0 0 0 0 0 0 0 0 0 0 2
Underdosing preparation 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Wrong dosing time/date 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 0 0 0 0 0 1
Double dosing 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Dosing of contraindicated drug 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Dosing speed too fast 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Dosing speed too slow 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Patient misidentification 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Drug mix-up 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 1 0 0 0 0 0 1
Wrong unit 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 0 0 0 0 0 0 0 0 0 1
Wrong dosing method 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Neglected to dose 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Wrong mixture 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 1 0 0 0 0 0 1
Dosing preparation, others 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Overdose 0 0 1 0 1 0 0 1 1 2 6 1 0 2 9 3 3 1 0 7 1 8 2 4 15 0 0 0 0 0 34
Underdose 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 2 0 0 0 0 0 2
Wrong dosing time/date 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Double dosing 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 0 3 0 0 3 0 0 0 0 0 4
Dosing of contraindicated drug 0 0 0 1 1 0 0 0 0 0 0 0 0 0 0 0 1 1 0 2 0 0 1 1 2 0 0 0 0 0 5
Dosing speed too fast 0 1 0 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 3 0 1 4 0 1 0 1 2 7
Dosing speed too slow 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Patient misidentification 0 0 0 0 0 0 0 0 0 0 0 1 1 0 2 2 1 2 1 6 0 0 0 0 0 0 0 0 1 1 9
Drug mix-up 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 1 0 0 1 2 1 3 0 0 4 0 0 0 0 0 7
Wrong unit 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

(Note 1) “Severity of event” is not necessarily associated with occurrence of event or negligence.
(Note 2) “Unknown” includes indefinite outcome at the time of reporting (within 2 weeks) and events of warning that did not affect patients’ conditions in any way.



II Current Reporting Status

- 100 -

II

Details of event × Severity of event

Death High potential of residual 
disability

Low potential of residual 
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disability No disability Unknown
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Wrong dosing method 0 0 0 0 0 0 0 0 0 0 1 0 0 0 1 1 1 0 0 2 0 1 2 0 3 0 1 1 0 2 8
Neglected to dose 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 2 2 1 5 0 0 0 1 1 7
Dosing, others 0 2 0 0 2 1 0 1 1 3 3 2 2 2 9 3 2 0 2 7 3 7 2 3 15 0 0 0 1 1 37

Related to blood transfusion 3
Forgot to order 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Order delay 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Wrong amount ordered 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Overlapping order 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Contraindicated blood ordered 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Misidentification of patient subject to the order 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 0 0 0 0 0 1
Mix-up in ordered blood 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Wrong unit ordered 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Wrong dosing method ordered 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Order, others 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Neglected 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Sample misidentification 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Wrong evaluation 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Error in documentation/recording of results 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Transfusion examination, others 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Neglected 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Excessive irradiation 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Insufficient irradiation 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Patient misidentification 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Product mix-up 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Irradiation, others 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Wrong description on bag 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Foreign object mixed in 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Bacterial contamination 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Expired product 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Transfusion management, others 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Overdosing preparation 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Underdosing preparation 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Wrong dosing time/date 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Double dosing 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Dosing of contraindicated blood 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Dosing speed too fast 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Dosing speed too slow 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Patient misidentification 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Blood mix-up 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Wrong unit 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Wrong dosing method 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Neglected to dose 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Transfusion preparation, others 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Overdose 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Underdose 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Wrong dosing time/date 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Double dosing 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Dosing of contraindicated drug 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Dosing speed too fast 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Dosing speed too slow 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Patient misidentification 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 0 0 0 0 1
Drug mix-up 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 0 1 0 0 0 0 0 1
Wrong unit 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Wrong dosing method 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Neglected to dose 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Transfusion practice, others 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
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Wrong dosing method 0 0 0 0 0 0 0 0 0 0 1 0 0 0 1 1 1 0 0 2 0 1 2 0 3 0 1 1 0 2 8
Neglected to dose 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 2 2 1 5 0 0 0 1 1 7
Dosing, others 0 2 0 0 2 1 0 1 1 3 3 2 2 2 9 3 2 0 2 7 3 7 2 3 15 0 0 0 1 1 37

Related to blood transfusion 3
Forgot to order 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Order delay 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Wrong amount ordered 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Overlapping order 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Contraindicated blood ordered 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Misidentification of patient subject to the order 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 0 0 0 0 0 1
Mix-up in ordered blood 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Wrong unit ordered 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Wrong dosing method ordered 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Order, others 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Neglected 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Sample misidentification 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Wrong evaluation 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Error in documentation/recording of results 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Transfusion examination, others 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Neglected 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Excessive irradiation 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Insufficient irradiation 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Patient misidentification 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Product mix-up 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Irradiation, others 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Wrong description on bag 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Foreign object mixed in 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Bacterial contamination 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Expired product 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Transfusion management, others 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Overdosing preparation 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Underdosing preparation 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Wrong dosing time/date 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Double dosing 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Dosing of contraindicated blood 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Dosing speed too fast 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Dosing speed too slow 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Patient misidentification 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Blood mix-up 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Wrong unit 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Wrong dosing method 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Neglected to dose 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Transfusion preparation, others 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Overdose 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Underdose 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Wrong dosing time/date 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Double dosing 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Dosing of contraindicated drug 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Dosing speed too fast 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Dosing speed too slow 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Patient misidentification 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 0 0 0 0 1
Drug mix-up 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 0 1 0 0 0 0 0 1
Wrong unit 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Wrong dosing method 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Neglected to dose 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Transfusion practice, others 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

2-[4] Details of Reports Made by Medical Institutions Subject to Reporting Requirement (by Month of Occurrence)
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Details of event × Severity of event
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Related to treatment/procedure 479
Forgot to order 0 0 0 0 0 0 0 0 0 0 0 1 0 1 2 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 2
Order delay 0 0 0 0 0 0 0 0 0 0 0 1 0 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1
Misidentification of patient subject to the order 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Order for the wrong treatment/procedure 0 0 0 0 0 0 0 1 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1
Wrong date 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Wrong time 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Order for treatment/procedure, others 0 0 0 0 0 0 1 0 1 2 0 2 0 0 2 1 0 0 0 1 0 0 0 0 0 0 0 0 0 0 5
Treatment/procedure management 1 1 3 2 7 1 2 3 3 9 2 1 3 1 7 2 0 1 2 5 1 0 8 2 11 0 0 0 0 0 39
Treatment/procedure management, others 1 0 2 1 4 1 1 1 2 5 1 0 0 3 4 0 1 1 0 2 1 2 0 1 4 0 0 0 0 0 19
Wrong medical materials 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 1 0 1 0 2 1 0 0 0 1 0 0 0 0 0 4
Wrong patient position 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Error in sterilization/cleaning technique 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Preparation for treatment/procedure, others 0 0 0 0 0 0 0 0 0 0 1 1 0 1 3 0 1 0 0 1 0 0 0 0 0 0 0 0 0 0 4
Patient misidentification 0 0 0 0 0 0 0 0 0 0 0 1 0 0 1 0 0 0 0 0 0 0 1 0 1 0 0 0 0 0 2
Wrong site treatment/procedure 0 0 0 0 0 1 0 0 0 1 0 3 5 3 11 4 2 3 1 10 0 3 1 0 4 2 0 1 0 3 29
Wrong method (technique) 2 2 0 2 6 2 4 2 1 9 12 9 7 6 34 7 4 3 8 22 0 7 7 2 16 0 0 0 1 1 88
Neglected/forgotten 0 0 0 0 0 0 0 1 0 1 0 1 1 0 2 0 0 0 0 0 0 1 1 1 3 0 0 0 0 0 6
Cancellation/postponement 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 1 0 0 1 0 0 0 0 0 0 0 0 0 0 2
Wrong date/time 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Wrong turn 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Unnecessary treatment/procedure 0 0 0 0 0 1 0 0 0 1 0 1 0 0 1 2 1 0 0 3 0 0 0 1 1 0 0 0 0 0 6
Aspiration 0 1 0 0 1 1 0 0 0 1 1 0 0 0 1 0 0 1 0 1 0 0 0 0 0 0 0 0 0 0 4
Accidental ingestion 0 0 0 1 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 0 1 0 0 0 0 0 2
Retained foreign object 0 0 0 0 0 0 1 0 0 1 2 1 2 3 8 1 7 4 4 16 1 2 6 5 14 0 1 0 0 1 40
Wrong examination/treatment, others 0 0 0 0 0 0 0 0 0 0 1 0 1 0 2 0 0 0 1 1 0 0 1 0 1 1 0 0 0 1 5
Conducting treatment/procedure, others 2 8 7 6 23 4 21 14 15 54 12 19 14 14 59 8 16 14 6 44 4 10 9 7 30 1 2 3 4 10 220

Related to use/management of medical devices and materials 93
Forgot to order 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 0 0 0 0 0 0 0 0 0 1
Order delay 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Misidentification of patient subject to the order 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Order for the wrong usage 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 1 0 0 1 0 1 0 0 0 0 0 2
Use of medical devices and materials, others 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 2 2 1 0 0 3 0 0 0 0 0 5
Poor maintenance/inspection 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Forgot to maintain/inspect 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Neglect in inspection/management during device operation 0 0 0 0 0 0 0 0 0 0 0 1 1 0 2 0 0 0 1 1 0 0 0 0 0 0 0 0 0 0 3
Breakage 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Management of medical devices and materials, others 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 1 0 2 0 3 1 0 0 0 1 0 0 0 0 0 5
Assembly 0 0 0 0 0 0 0 0 0 0 0 1 0 0 1 1 0 0 0 1 0 0 0 0 0 0 0 0 0 0 2
Error in condition setup 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 0 0 0 0 0 1
Forgot to set up 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Forgot to turn on power 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Forgot to set alarm 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Error in range of alarm setup 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Forgot to reset alarm after canceling for convenience sake 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Error in sterilization/cleaning technique 0 0 0 0 0 0 0 0 0 0 0 1 0 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1
Neglect in inspection/management before device operation 0 0 0 1 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 0 0 0 0 0 2
Breakage 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Preparation of medical devices and materials, others 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 1 0 0 0 1 0 0 0 0 0 2
Inappropriate use of medical devices and materials 1 0 0 0 1 0 1 0 0 1 0 1 2 1 4 0 0 1 2 3 0 4 0 0 4 0 0 0 0 0 13
Malfunction 0 0 0 0 0 1 0 1 0 2 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 2
Failure 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 2 0 0 2 0 0 2 0 2 0 0 0 0 0 4
Breakage 0 0 0 1 1 0 0 0 0 0 2 0 0 1 3 1 3 1 0 5 1 2 1 0 4 0 0 0 0 0 13
Use of medical devices and materials, others 0 2 0 0 2 1 3 0 1 5 1 1 0 2 4 3 7 1 0 11 3 5 4 3 15 0 0 0 0 0 37
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Related to treatment/procedure 479
Forgot to order 0 0 0 0 0 0 0 0 0 0 0 1 0 1 2 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 2
Order delay 0 0 0 0 0 0 0 0 0 0 0 1 0 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1
Misidentification of patient subject to the order 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Order for the wrong treatment/procedure 0 0 0 0 0 0 0 1 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1
Wrong date 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Wrong time 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Order for treatment/procedure, others 0 0 0 0 0 0 1 0 1 2 0 2 0 0 2 1 0 0 0 1 0 0 0 0 0 0 0 0 0 0 5
Treatment/procedure management 1 1 3 2 7 1 2 3 3 9 2 1 3 1 7 2 0 1 2 5 1 0 8 2 11 0 0 0 0 0 39
Treatment/procedure management, others 1 0 2 1 4 1 1 1 2 5 1 0 0 3 4 0 1 1 0 2 1 2 0 1 4 0 0 0 0 0 19
Wrong medical materials 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 1 0 1 0 2 1 0 0 0 1 0 0 0 0 0 4
Wrong patient position 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Error in sterilization/cleaning technique 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Preparation for treatment/procedure, others 0 0 0 0 0 0 0 0 0 0 1 1 0 1 3 0 1 0 0 1 0 0 0 0 0 0 0 0 0 0 4
Patient misidentification 0 0 0 0 0 0 0 0 0 0 0 1 0 0 1 0 0 0 0 0 0 0 1 0 1 0 0 0 0 0 2
Wrong site treatment/procedure 0 0 0 0 0 1 0 0 0 1 0 3 5 3 11 4 2 3 1 10 0 3 1 0 4 2 0 1 0 3 29
Wrong method (technique) 2 2 0 2 6 2 4 2 1 9 12 9 7 6 34 7 4 3 8 22 0 7 7 2 16 0 0 0 1 1 88
Neglected/forgotten 0 0 0 0 0 0 0 1 0 1 0 1 1 0 2 0 0 0 0 0 0 1 1 1 3 0 0 0 0 0 6
Cancellation/postponement 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 1 0 0 1 0 0 0 0 0 0 0 0 0 0 2
Wrong date/time 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Wrong turn 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Unnecessary treatment/procedure 0 0 0 0 0 1 0 0 0 1 0 1 0 0 1 2 1 0 0 3 0 0 0 1 1 0 0 0 0 0 6
Aspiration 0 1 0 0 1 1 0 0 0 1 1 0 0 0 1 0 0 1 0 1 0 0 0 0 0 0 0 0 0 0 4
Accidental ingestion 0 0 0 1 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 0 1 0 0 0 0 0 2
Retained foreign object 0 0 0 0 0 0 1 0 0 1 2 1 2 3 8 1 7 4 4 16 1 2 6 5 14 0 1 0 0 1 40
Wrong examination/treatment, others 0 0 0 0 0 0 0 0 0 0 1 0 1 0 2 0 0 0 1 1 0 0 1 0 1 1 0 0 0 1 5
Conducting treatment/procedure, others 2 8 7 6 23 4 21 14 15 54 12 19 14 14 59 8 16 14 6 44 4 10 9 7 30 1 2 3 4 10 220

Related to use/management of medical devices and materials 93
Forgot to order 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 0 0 0 0 0 0 0 0 0 1
Order delay 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Misidentification of patient subject to the order 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Order for the wrong usage 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 1 0 0 1 0 1 0 0 0 0 0 2
Use of medical devices and materials, others 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 2 2 1 0 0 3 0 0 0 0 0 5
Poor maintenance/inspection 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Forgot to maintain/inspect 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Neglect in inspection/management during device operation 0 0 0 0 0 0 0 0 0 0 0 1 1 0 2 0 0 0 1 1 0 0 0 0 0 0 0 0 0 0 3
Breakage 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Management of medical devices and materials, others 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 1 0 2 0 3 1 0 0 0 1 0 0 0 0 0 5
Assembly 0 0 0 0 0 0 0 0 0 0 0 1 0 0 1 1 0 0 0 1 0 0 0 0 0 0 0 0 0 0 2
Error in condition setup 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 0 0 0 0 0 1
Forgot to set up 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Forgot to turn on power 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Forgot to set alarm 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Error in range of alarm setup 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Forgot to reset alarm after canceling for convenience sake 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Error in sterilization/cleaning technique 0 0 0 0 0 0 0 0 0 0 0 1 0 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1
Neglect in inspection/management before device operation 0 0 0 1 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 0 0 0 0 0 2
Breakage 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Preparation of medical devices and materials, others 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 1 0 0 0 1 0 0 0 0 0 2
Inappropriate use of medical devices and materials 1 0 0 0 1 0 1 0 0 1 0 1 2 1 4 0 0 1 2 3 0 4 0 0 4 0 0 0 0 0 13
Malfunction 0 0 0 0 0 1 0 1 0 2 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 2
Failure 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 2 0 0 2 0 0 2 0 2 0 0 0 0 0 4
Breakage 0 0 0 1 1 0 0 0 0 0 2 0 0 1 3 1 3 1 0 5 1 2 1 0 4 0 0 0 0 0 13
Use of medical devices and materials, others 0 2 0 0 2 1 3 0 1 5 1 1 0 2 4 3 7 1 0 11 3 5 4 3 15 0 0 0 0 0 37

2-[4] Details of Reports Made by Medical Institutions Subject to Reporting Requirement (by Month of Occurrence)
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Details of event × Severity of event

Death High potential of residual 
disability

Low potential of residual 
disability

No potential of residual 
disability No disability Unknown

Aggregate
total
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Related to use/management of drainage tube or other tube 188
Forgot to order 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Order delay 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Misidentification of patient subject to the order 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Wrong usage ordered 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 0 1 0 0 0 0 0 0 0 0 0 0 1
Order for use/management of drainage tube or other tube, others 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 0 0 0 0 0 0 1 0 0 1 0 0 0 0 0 2
Forgot to inspect 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Poor inspection 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Neglect in inspection/management during device operation 0 0 0 0 0 0 0 0 0 0 1 2 0 0 3 0 6 0 0 6 0 1 0 0 1 0 0 0 0 0 10
Breakage 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Management of drainage tube or other tube 0 0 0 0 0 0 0 0 0 0 2 2 1 0 5 1 3 1 1 6 1 0 1 0 2 0 0 0 0 0 13
Assembly 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Error in condition setup 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Forgot to set up 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Error in sterilization/cleaning technique 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Neglect in inspection/management before device operation 0 0 1 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1
Preparation of drainage tube or other tube, others 0 0 0 0 0 0 0 0 0 0 0 1 0 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1
Infusion leakage 0 0 0 0 0 0 0 0 1 1 1 1 0 0 2 0 3 1 0 4 0 3 0 0 3 1 0 0 0 1 11
Self-removal 0 1 1 0 2 0 1 0 0 1 3 0 1 0 4 3 3 3 1 10 2 20 4 0 26 0 0 0 0 0 43
Spontaneous dislodgment 0 1 0 0 1 0 0 1 0 1 1 2 0 0 3 1 0 1 1 3 1 14 0 0 15 0 1 1 0 2 25
Disconnection 1 0 0 0 1 1 0 0 0 1 0 0 0 0 0 0 1 0 1 2 0 2 0 0 2 0 0 0 0 0 6
Neglected to connect 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Blockage 1 0 0 1 2 0 1 0 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 0 0 0 0 4
Severance / breakage 0 0 0 0 0 0 0 0 0 0 0 0 2 0 2 1 1 1 1 4 1 3 0 3 7 0 0 0 0 0 13
Wrong connection 0 0 0 0 0 0 0 0 0 0 0 1 0 1 2 1 1 0 0 2 1 0 1 0 2 0 0 0 0 0 6
Error in operation of T-shaped stopcock 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Route clamp error 0 0 0 0 0 0 0 0 1 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1
Air bubble in tube 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Malfunction 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 1
Failure 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Inappropriate use of drainage tube or other tube 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 2 0 1 4 0 1 0 0 1 0 0 0 0 0 5
Use of drainage tube or other tube, others 0 0 0 0 0 2 0 0 0 2 2 2 4 6 14 6 11 2 1 20 1 2 4 1 8 0 1 0 0 1 45

Related to examination 95
Forgot to order 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 0 0 0 0 1
Order delay 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Misidentification of patient subject to the order 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Wrong examination ordered 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 0 0 1 0 1 2
Order of examination, others 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Management of analysis device/equipment 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Reagent management 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Lost data 0 0 0 0 0 0 0 0 1 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1
Calculation, entry, memorization 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Examination management, others 0 0 1 0 1 1 1 1 1 4 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 0 0 0 0 0 6
Patient misidentification 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Sample misidentification 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 2 0 0 0 0 0 2
Lost sample 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 0 0 0 0 1
Preparation of examination device/equipment 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Sample breakage 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Examination preparation,others 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 1 0 1 2 0 0 0 0 0 0 0 0 0 0 3
Patient misidentification 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 2 1 0 3 0 0 0 0 0 3
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Details of event × Severity of event

Death High potential of residual 
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No potential of residual 
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Related to use/management of drainage tube or other tube 188
Forgot to order 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Order delay 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Misidentification of patient subject to the order 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Wrong usage ordered 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 0 1 0 0 0 0 0 0 0 0 0 0 1
Order for use/management of drainage tube or other tube, others 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 0 0 0 0 0 0 1 0 0 1 0 0 0 0 0 2
Forgot to inspect 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Poor inspection 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Neglect in inspection/management during device operation 0 0 0 0 0 0 0 0 0 0 1 2 0 0 3 0 6 0 0 6 0 1 0 0 1 0 0 0 0 0 10
Breakage 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Management of drainage tube or other tube 0 0 0 0 0 0 0 0 0 0 2 2 1 0 5 1 3 1 1 6 1 0 1 0 2 0 0 0 0 0 13
Assembly 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Error in condition setup 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Forgot to set up 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Error in sterilization/cleaning technique 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Neglect in inspection/management before device operation 0 0 1 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1
Preparation of drainage tube or other tube, others 0 0 0 0 0 0 0 0 0 0 0 1 0 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1
Infusion leakage 0 0 0 0 0 0 0 0 1 1 1 1 0 0 2 0 3 1 0 4 0 3 0 0 3 1 0 0 0 1 11
Self-removal 0 1 1 0 2 0 1 0 0 1 3 0 1 0 4 3 3 3 1 10 2 20 4 0 26 0 0 0 0 0 43
Spontaneous dislodgment 0 1 0 0 1 0 0 1 0 1 1 2 0 0 3 1 0 1 1 3 1 14 0 0 15 0 1 1 0 2 25
Disconnection 1 0 0 0 1 1 0 0 0 1 0 0 0 0 0 0 1 0 1 2 0 2 0 0 2 0 0 0 0 0 6
Neglected to connect 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Blockage 1 0 0 1 2 0 1 0 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 0 0 0 0 4
Severance / breakage 0 0 0 0 0 0 0 0 0 0 0 0 2 0 2 1 1 1 1 4 1 3 0 3 7 0 0 0 0 0 13
Wrong connection 0 0 0 0 0 0 0 0 0 0 0 1 0 1 2 1 1 0 0 2 1 0 1 0 2 0 0 0 0 0 6
Error in operation of T-shaped stopcock 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Route clamp error 0 0 0 0 0 0 0 0 1 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1
Air bubble in tube 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Malfunction 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 1
Failure 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Inappropriate use of drainage tube or other tube 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 2 0 1 4 0 1 0 0 1 0 0 0 0 0 5
Use of drainage tube or other tube, others 0 0 0 0 0 2 0 0 0 2 2 2 4 6 14 6 11 2 1 20 1 2 4 1 8 0 1 0 0 1 45

Related to examination 95
Forgot to order 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 0 0 0 0 1
Order delay 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Misidentification of patient subject to the order 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Wrong examination ordered 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 0 0 1 0 1 2
Order of examination, others 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Management of analysis device/equipment 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Reagent management 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Lost data 0 0 0 0 0 0 0 0 1 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1
Calculation, entry, memorization 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Examination management, others 0 0 1 0 1 1 1 1 1 4 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 0 0 0 0 0 6
Patient misidentification 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Sample misidentification 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 2 0 0 0 0 0 2
Lost sample 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 0 0 0 0 1
Preparation of examination device/equipment 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Sample breakage 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Examination preparation,others 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 1 0 1 2 0 0 0 0 0 0 0 0 0 0 3
Patient misidentification 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 2 1 0 3 0 0 0 0 0 3

2-[4] Details of Reports Made by Medical Institutions Subject to Reporting Requirement (by Month of Occurrence)
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Details of event × Severity of event

Death High potential of residual
disability

Low potential of residual
disability

No potential of residual
disability No disability Unknown

Aggregate
total
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Sample misidentification 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 2 0 0 2 0 0 0 0 0 2
Wrong reagent 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 1 0 0 0 0 0 0 0 0 0 0 1
Lost sample 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 1 0 0 0 0 0 1
Wrong examination/evaluation 0 0 0 0 0 0 0 4 0 4 1 0 0 0 1 0 1 1 0 2 0 0 0 1 1 0 0 0 0 0 8
technique 0 0 0 0 0 0 0 0 0 0 0 2 0 0 2 0 0 0 0 0 1 0 0 0 1 0 0 0 0 0 3
Error in sample collection 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Sample breakage 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Sample contamination 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Wrong data 0 0 0 0 0 0 0 0 1 1 1 0 0 0 1 2 0 0 0 2 0 0 0 0 0 0 0 0 0 0 4
Result reporting 1 0 1 4 6 1 3 2 2 8 6 6 2 8 22 0 7 1 1 9 4 4 1 2 11 0 1 0 0 1 57

Related to nursing care 950
Forgot to make plan or give order 0 0 0 0 0 0 0 0 0 0 0 2 0 0 2 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 2
Plan or order delay 0 0 0 0 0 1 0 0 0 1 0 1 0 0 1 0 0 0 0 0 1 0 0 0 1 0 0 0 0 0 3
Misidentification of patient subject to the plan/order 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 1 0 0 0 0 0 1
Wrong plan or order 0 0 0 1 1 0 0 0 0 0 0 0 1 0 1 1 0 0 0 1 0 0 0 0 0 0 0 0 0 0 3
Plan or order of nursing care, others 0 0 0 0 0 0 0 0 1 1 0 0 0 0 0 0 1 0 1 2 0 0 0 0 0 0 0 0 0 0 3
Restraint 0 0 0 0 0 0 1 0 0 1 1 0 0 0 1 0 2 0 1 3 0 0 0 1 1 0 0 0 0 0 6
Wrong meal 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 1 1 0 2 0 0 0 0 0 3
Rest ordered 0 0 0 0 0 0 0 1 0 1 0 2 2 0 4 0 0 0 1 1 1 0 0 0 1 0 0 0 0 0 7
Ordered meal prohibition 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Permission for going out/staying out 0 0 0 1 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 1 0 0 0 0 0 2
Foreign object mixed in 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Fall 0 1 2 6 9 10 13 12 10 45 35 62 53 48 198 46 43 33 37 159 21 31 28 17 97 4 6 2 6 18 526
Fall from bed 1 2 0 0 3 0 2 0 3 5 8 8 6 4 26 4 9 10 6 29 2 5 4 0 11 1 0 1 0 2 76
Collision 0 0 0 0 0 0 0 1 0 1 0 1 1 0 2 1 0 0 0 1 0 0 0 1 1 0 0 0 0 0 5
Aspiration 2 1 7 2 12 2 2 4 3 11 2 2 0 1 5 2 2 0 1 5 3 1 0 3 7 0 0 1 0 1 41
Accident injection 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 1 0 3 0 0 1 0 1 4
Wrong meal served 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 1 0 0 0 0 0 1
Delay 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 0 0 0 0 0 1
Forgot to conduct 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 0 0 0 0 0 0 0 0 0 1
Wrong transportation 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Patient misidentification 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 0 1 0 0 0 0 0 1
Forgot to postpone meal 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Forgot to cancel 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Forgot to take/inject self-administered drug 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1
Forgot to infuse self-administered drug 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Taking wrong self-administered drug 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Unnecessary nursing care 0 0 0 0 0 0 0 0 0 0 0 0 1 1 2 0 0 0 2 2 0 0 0 0 0 0 0 0 0 0 4
Nursing care management/preparation/conducting,others 5 3 9 2 19 5 2 5 2 14 17 24 20 26 87 23 25 28 17 93 7 5 11 13 36 2 3 2 3 10 259

Others 3 10 8 10 31 10 15 14 14 53 11 16 17 16 60 12 12 12 10 46 4 8 7 6 25 1 1 3 3 8 223
Total 21 36 44 42 143 47 76 70 65 258 139 189 154 157 639 152 194 138 123 607 83 182 124 90 479 13 18 20 22 73 2,199
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II 

Details of event × Severity of event

Death High potential of residual
disability

Low potential of residual
disability

No potential of residual
disability No disability Unknown

Aggregate
total
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Sample misidentification 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 2 0 0 2 0 0 0 0 0 2
Wrong reagent 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 1 0 0 0 0 0 0 0 0 0 0 1
Lost sample 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 1 0 0 0 0 0 1
Wrong examination/evaluation 0 0 0 0 0 0 0 4 0 4 1 0 0 0 1 0 1 1 0 2 0 0 0 1 1 0 0 0 0 0 8
technique 0 0 0 0 0 0 0 0 0 0 0 2 0 0 2 0 0 0 0 0 1 0 0 0 1 0 0 0 0 0 3
Error in sample collection 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Sample breakage 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Sample contamination 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Wrong data 0 0 0 0 0 0 0 0 1 1 1 0 0 0 1 2 0 0 0 2 0 0 0 0 0 0 0 0 0 0 4
Result reporting 1 0 1 4 6 1 3 2 2 8 6 6 2 8 22 0 7 1 1 9 4 4 1 2 11 0 1 0 0 1 57

Related to nursing care 950
Forgot to make plan or give order 0 0 0 0 0 0 0 0 0 0 0 2 0 0 2 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 2
Plan or order delay 0 0 0 0 0 1 0 0 0 1 0 1 0 0 1 0 0 0 0 0 1 0 0 0 1 0 0 0 0 0 3
Misidentification of patient subject to the plan/order 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 1 0 0 0 0 0 1
Wrong plan or order 0 0 0 1 1 0 0 0 0 0 0 0 1 0 1 1 0 0 0 1 0 0 0 0 0 0 0 0 0 0 3
Plan or order of nursing care, others 0 0 0 0 0 0 0 0 1 1 0 0 0 0 0 0 1 0 1 2 0 0 0 0 0 0 0 0 0 0 3
Restraint 0 0 0 0 0 0 1 0 0 1 1 0 0 0 1 0 2 0 1 3 0 0 0 1 1 0 0 0 0 0 6
Wrong meal 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 1 1 0 2 0 0 0 0 0 3
Rest ordered 0 0 0 0 0 0 0 1 0 1 0 2 2 0 4 0 0 0 1 1 1 0 0 0 1 0 0 0 0 0 7
Ordered meal prohibition 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Permission for going out/staying out 0 0 0 1 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 1 0 0 0 0 0 2
Foreign object mixed in 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Fall 0 1 2 6 9 10 13 12 10 45 35 62 53 48 198 46 43 33 37 159 21 31 28 17 97 4 6 2 6 18 526
Fall from bed 1 2 0 0 3 0 2 0 3 5 8 8 6 4 26 4 9 10 6 29 2 5 4 0 11 1 0 1 0 2 76
Collision 0 0 0 0 0 0 0 1 0 1 0 1 1 0 2 1 0 0 0 1 0 0 0 1 1 0 0 0 0 0 5
Aspiration 2 1 7 2 12 2 2 4 3 11 2 2 0 1 5 2 2 0 1 5 3 1 0 3 7 0 0 1 0 1 41
Accident injection 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 1 0 3 0 0 1 0 1 4
Wrong meal served 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 1 0 0 0 0 0 1
Delay 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 0 0 0 0 0 1
Forgot to conduct 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 0 0 0 0 0 0 0 0 0 1
Wrong transportation 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Patient misidentification 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 0 1 0 0 0 0 0 1
Forgot to postpone meal 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Forgot to cancel 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Forgot to take/inject self-administered drug 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1
Forgot to infuse self-administered drug 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Taking wrong self-administered drug 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Unnecessary nursing care 0 0 0 0 0 0 0 0 0 0 0 0 1 1 2 0 0 0 2 2 0 0 0 0 0 0 0 0 0 0 4
Nursing care management/preparation/conducting,others 5 3 9 2 19 5 2 5 2 14 17 24 20 26 87 23 25 28 17 93 7 5 11 13 36 2 3 2 3 10 259

Others 3 10 8 10 31 10 15 14 14 53 11 16 17 16 60 12 12 12 10 46 4 8 7 6 25 1 1 3 3 8 223
Total 21 36 44 42 143 47 76 70 65 258 139 189 154 157 639 152 194 138 123 607 83 182 124 90 479 13 18 20 22 73 2,199

2-[4] Details of Reports Made by Medical Institutions Subject to Reporting Requirement (by Month of Occurrence)
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II

Fig. II-2-33    (YA-68-B) Clinical Department and Summary of Event

Clinical department ×
 Summary of event

Drug Blood transfusion Treatment/ procedure Medical device, etc.
Drainage tube or other

tube
Examination Nursing care Others

Aggregate 
total
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Internal medicine 2 12 2 4 20 0 0 0 0 0 4 9 8 10 31 4 1 2 0 7 1 9 2 1 13 1 6 4 3 14 18 33 21 17 89 7 3 3 4 17 191

Anesthesiology 2 3 1 1 7 0 0 1 0 1 10 18 12 13 53 0 2 3 0 5 1 4 1 2 8 0 0 0 0 0 1 2 0 0 3 2 2 1 3 8 85

Cardiovascular medicine 3 3 4 4 14 0 0 0 0 0 10 19 13 11 53 1 3 2 1 7 1 3 1 1 6 2 4 0 5 11 7 13 11 12 43 3 5 7 7 22 156

Neurology 0 1 0 1 2 0 0 0 0 0 1 1 2 1 5 0 0 1 0 1 0 2 1 0 3 0 0 0 1 1 16 17 11 16 60 2 1 4 1 8 80

Respiratory tract medicine 6 0 1 3 10 0 0 0 0 0 3 3 6 1 13 1 4 1 1 7 1 3 2 0 6 2 2 1 2 7 21 16 30 23 90 1 1 5 3 10 143

Gastrointestinal medicine 4 4 1 1 10 0 0 0 0 0 4 12 13 14 43 1 2 1 2 6 2 6 2 5 15 1 5 5 5 16 16 17 21 18 72 5 6 5 7 23 185

Hematology 3 1 0 0 4 0 0 0 1 1 2 1 1 0 4 0 1 0 0 1 1 2 0 0 3 0 1 1 0 2 5 4 6 4 19 1 0 2 2 5 39

Circulatory surgery 0 0 0 0 0 0 0 0 0 0 1 1 1 6 9 0 1 0 1 2 0 2 0 1 3 0 0 0 0 0 0 1 0 0 1 2 1 1 0 4 19

Allergy 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 0 2 0 0 0 0 0 2

Rheumatism 1 0 0 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 0 0 0 0 0 0 0 0 0 1 2 3 3 9 0 0 0 2 2 13

Pediatrics 3 7 1 5 16 0 0 0 0 0 2 2 4 0 8 3 2 0 2 7 5 18 2 0 25 1 0 0 0 1 11 25 20 13 69 0 5 5 2 12 138

General surgery 8 4 1 2 15 0 0 0 0 0 4 15 9 11 39 1 6 0 0 7 6 13 4 2 25 1 1 2 2 6 20 18 19 14 71 3 5 1 4 13 176

Orthopedics 1 3 2 5 11 0 0 0 0 0 8 14 18 8 48 3 1 1 1 6 2 4 1 0 7 0 0 0 0 0 53 55 55 60 223 6 15 12 5 38 333

Plastic surgery 0 0 0 0 0 0 0 0 0 0 1 2 2 0 5 1 1 0 0 2 0 1 1 1 3 0 0 0 1 1 4 3 2 1 10 1 3 1 2 7 28

Cosmetic surgery 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

Neurosurgery 1 4 4 3 12 0 0 0 0 0 6 10 15 12 43 0 1 2 0 3 3 6 3 5 17 3 2 1 2 8 9 12 15 7 43 3 3 4 3 13 139

Respiratory surgery 0 2 0 1 3 0 0 0 0 0 1 7 7 5 20 0 1 0 1 2 2 1 1 3 7 0 0 0 1 1 1 5 2 0 8 0 3 2 2 7 48

Cardiovascular surgery 1 2 1 1 5 0 0 0 0 0 6 16 9 14 45 4 3 3 2 12 5 5 1 0 11 1 0 1 1 3 1 4 4 2 11 0 1 1 3 5 92

Pediatric surgery 0 2 0 1 3 0 0 0 0 0 1 3 1 3 8 0 1 0 1 2 2 6 1 0 9 0 0 0 0 0 0 0 1 0 1 0 0 1 0 1 24

Pain clinic 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 2 0 0 0 2 3

Dermatology 1 2 0 0 3 0 0 0 0 0 2 2 3 2 9 0 1 0 0 1 1 0 1 0 2 1 0 0 1 2 3 3 3 3 12 1 2 1 0 4 33

Urology 1 0 1 0 2 0 0 1 0 1 6 7 5 2 20 1 0 3 0 4 4 2 2 1 9 1 1 1 0 3 2 5 2 2 11 2 1 0 5 8 58

Venereology 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

Proctology 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

Gynecology/Obstetrics 0 0 1 1 2 0 0 0 0 0 4 4 1 2 11 1 0 0 0 1 1 1 0 0 2 0 2 0 1 3 0 0 0 1 1 0 2 4 2 8 28

Obstetrics 0 0 1 0 1 0 0 0 0 0 0 0 0 1 1 0 0 0 0 0 0 0 0 0 0 0 1 0 0 1 1 0 0 0 1 0 1 0 0 1 5

Gynecology 1 4 0 0 5 0 0 0 0 0 1 3 1 0 5 0 0 2 0 2 2 0 0 0 2 1 0 0 0 1 2 4 1 0 7 0 1 2 1 4 26

Ophthalmology 1 2 1 1 5 0 0 0 0 0 5 3 5 4 17 0 1 0 1 2 0 0 0 0 0 0 0 0 0 0 3 3 2 4 12 0 2 1 2 5 41

Otolaryngology 0 2 2 0 4 0 0 0 0 0 1 2 7 3 13 0 0 1 0 1 1 2 1 0 4 0 0 1 0 1 6 3 5 5 19 2 1 1 0 4 46

Psychosomatic medicine 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 1 0 0 0 0 0 1

Psychiatry 1 0 4 0 5 0 0 0 0 0 2 0 0 0 2 0 0 0 0 0 0 0 1 1 2 0 0 0 0 0 27 45 39 33 144 2 6 10 3 21 174

Rehabilitation 0 0 1 0 1 0 0 0 0 0 0 1 1 2 4 0 0 0 0 0 0 0 0 0 0 1 0 0 0 1 4 0 0 0 4 1 1 0 0 2 12

Radiology 2 0 0 1 3 0 0 0 0 0 1 5 5 6 17 0 0 0 0 0 2 0 0 0 2 2 5 3 3 13 2 1 3 2 8 2 3 1 2 8 51

Dentistry 0 1 0 0 1 0 0 0 0 0 1 1 0 0 2 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 1 3 0 1 0 0 1 7

Orthodontics 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 1

Pediatric dentistry 0 0 0 0 0 0 0 0 0 0 1 0 0 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1

Dental/oral surgery 1 1 0 0 2 0 0 0 0 0 7 6 4 6 23 1 1 1 0 3 0 1 0 0 1 0 0 0 0 0 0 0 1 0 1 1 3 2 0 6 36

Unknown 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 1 0 0 0 1 2

Others 5 5 5 8 23 1 0 0 0 1 9 21 9 8 47 1 8 5 1 15 5 15 9 2 31 7 9 5 1 22 24 31 26 22 103 6 8 6 9 29 271

Total 48 65 34 43 190 1 0 2 1 4 104 188 162 146 600 23 41 28 15 107 48 106 37 25 216 25 39 25 29 118 259 324 305 264 1,152 56 86 84 74 300 2,687

(Note) “Clinical department” may be more than one.
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II 

Fig. II-2-33    (YA-68-B) Clinical Department and Summary of Event

Clinical department ×
 Summary of event

Drug Blood transfusion Treatment/ procedure Medical device, etc.
Drainage tube or other

tube
Examination Nursing care Others

Aggregate 
total
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Internal medicine 2 12 2 4 20 0 0 0 0 0 4 9 8 10 31 4 1 2 0 7 1 9 2 1 13 1 6 4 3 14 18 33 21 17 89 7 3 3 4 17 191

Anesthesiology 2 3 1 1 7 0 0 1 0 1 10 18 12 13 53 0 2 3 0 5 1 4 1 2 8 0 0 0 0 0 1 2 0 0 3 2 2 1 3 8 85

Cardiovascular medicine 3 3 4 4 14 0 0 0 0 0 10 19 13 11 53 1 3 2 1 7 1 3 1 1 6 2 4 0 5 11 7 13 11 12 43 3 5 7 7 22 156

Neurology 0 1 0 1 2 0 0 0 0 0 1 1 2 1 5 0 0 1 0 1 0 2 1 0 3 0 0 0 1 1 16 17 11 16 60 2 1 4 1 8 80

Respiratory tract medicine 6 0 1 3 10 0 0 0 0 0 3 3 6 1 13 1 4 1 1 7 1 3 2 0 6 2 2 1 2 7 21 16 30 23 90 1 1 5 3 10 143

Gastrointestinal medicine 4 4 1 1 10 0 0 0 0 0 4 12 13 14 43 1 2 1 2 6 2 6 2 5 15 1 5 5 5 16 16 17 21 18 72 5 6 5 7 23 185

Hematology 3 1 0 0 4 0 0 0 1 1 2 1 1 0 4 0 1 0 0 1 1 2 0 0 3 0 1 1 0 2 5 4 6 4 19 1 0 2 2 5 39

Circulatory surgery 0 0 0 0 0 0 0 0 0 0 1 1 1 6 9 0 1 0 1 2 0 2 0 1 3 0 0 0 0 0 0 1 0 0 1 2 1 1 0 4 19

Allergy 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 0 2 0 0 0 0 0 2

Rheumatism 1 0 0 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 0 0 0 0 0 0 0 0 0 1 2 3 3 9 0 0 0 2 2 13

Pediatrics 3 7 1 5 16 0 0 0 0 0 2 2 4 0 8 3 2 0 2 7 5 18 2 0 25 1 0 0 0 1 11 25 20 13 69 0 5 5 2 12 138

General surgery 8 4 1 2 15 0 0 0 0 0 4 15 9 11 39 1 6 0 0 7 6 13 4 2 25 1 1 2 2 6 20 18 19 14 71 3 5 1 4 13 176

Orthopedics 1 3 2 5 11 0 0 0 0 0 8 14 18 8 48 3 1 1 1 6 2 4 1 0 7 0 0 0 0 0 53 55 55 60 223 6 15 12 5 38 333

Plastic surgery 0 0 0 0 0 0 0 0 0 0 1 2 2 0 5 1 1 0 0 2 0 1 1 1 3 0 0 0 1 1 4 3 2 1 10 1 3 1 2 7 28

Cosmetic surgery 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

Neurosurgery 1 4 4 3 12 0 0 0 0 0 6 10 15 12 43 0 1 2 0 3 3 6 3 5 17 3 2 1 2 8 9 12 15 7 43 3 3 4 3 13 139

Respiratory surgery 0 2 0 1 3 0 0 0 0 0 1 7 7 5 20 0 1 0 1 2 2 1 1 3 7 0 0 0 1 1 1 5 2 0 8 0 3 2 2 7 48

Cardiovascular surgery 1 2 1 1 5 0 0 0 0 0 6 16 9 14 45 4 3 3 2 12 5 5 1 0 11 1 0 1 1 3 1 4 4 2 11 0 1 1 3 5 92

Pediatric surgery 0 2 0 1 3 0 0 0 0 0 1 3 1 3 8 0 1 0 1 2 2 6 1 0 9 0 0 0 0 0 0 0 1 0 1 0 0 1 0 1 24

Pain clinic 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 2 0 0 0 2 3

Dermatology 1 2 0 0 3 0 0 0 0 0 2 2 3 2 9 0 1 0 0 1 1 0 1 0 2 1 0 0 1 2 3 3 3 3 12 1 2 1 0 4 33

Urology 1 0 1 0 2 0 0 1 0 1 6 7 5 2 20 1 0 3 0 4 4 2 2 1 9 1 1 1 0 3 2 5 2 2 11 2 1 0 5 8 58

Venereology 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

Proctology 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

Gynecology/Obstetrics 0 0 1 1 2 0 0 0 0 0 4 4 1 2 11 1 0 0 0 1 1 1 0 0 2 0 2 0 1 3 0 0 0 1 1 0 2 4 2 8 28

Obstetrics 0 0 1 0 1 0 0 0 0 0 0 0 0 1 1 0 0 0 0 0 0 0 0 0 0 0 1 0 0 1 1 0 0 0 1 0 1 0 0 1 5

Gynecology 1 4 0 0 5 0 0 0 0 0 1 3 1 0 5 0 0 2 0 2 2 0 0 0 2 1 0 0 0 1 2 4 1 0 7 0 1 2 1 4 26

Ophthalmology 1 2 1 1 5 0 0 0 0 0 5 3 5 4 17 0 1 0 1 2 0 0 0 0 0 0 0 0 0 0 3 3 2 4 12 0 2 1 2 5 41

Otolaryngology 0 2 2 0 4 0 0 0 0 0 1 2 7 3 13 0 0 1 0 1 1 2 1 0 4 0 0 1 0 1 6 3 5 5 19 2 1 1 0 4 46

Psychosomatic medicine 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 1 0 0 0 0 0 1

Psychiatry 1 0 4 0 5 0 0 0 0 0 2 0 0 0 2 0 0 0 0 0 0 0 1 1 2 0 0 0 0 0 27 45 39 33 144 2 6 10 3 21 174

Rehabilitation 0 0 1 0 1 0 0 0 0 0 0 1 1 2 4 0 0 0 0 0 0 0 0 0 0 1 0 0 0 1 4 0 0 0 4 1 1 0 0 2 12

Radiology 2 0 0 1 3 0 0 0 0 0 1 5 5 6 17 0 0 0 0 0 2 0 0 0 2 2 5 3 3 13 2 1 3 2 8 2 3 1 2 8 51

Dentistry 0 1 0 0 1 0 0 0 0 0 1 1 0 0 2 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 1 3 0 1 0 0 1 7

Orthodontics 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 1

Pediatric dentistry 0 0 0 0 0 0 0 0 0 0 1 0 0 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1

Dental/oral surgery 1 1 0 0 2 0 0 0 0 0 7 6 4 6 23 1 1 1 0 3 0 1 0 0 1 0 0 0 0 0 0 0 1 0 1 1 3 2 0 6 36

Unknown 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 1 0 0 0 1 2

Others 5 5 5 8 23 1 0 0 0 1 9 21 9 8 47 1 8 5 1 15 5 15 9 2 31 7 9 5 1 22 24 31 26 22 103 6 8 6 9 29 271

Total 48 65 34 43 190 1 0 2 1 4 104 188 162 146 600 23 41 28 15 107 48 106 37 25 216 25 39 25 29 118 259 324 305 264 1,152 56 86 84 74 300 2,687

(Note) “Clinical department” may be more than one.

2-[4] Details of Reports Made by Medical Institutions Subject to Reporting Requirement (by Month of Occurrence)
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Fig. II-2-34    (YA-71-B) Cause of Event and Summary of Event

Cause of event ×
Summary of event

Drug Blood transfusion Treatment/ procedure Medical device, etc.
Drainage tube or other

tube
Examination Nursing care Others

Aggregate 
total
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Action of the person involved 2,622

Neglect to check 31 44 28 29 132 1 0 1 1 3 31 51 50 34 166 10 16 11 7 44 10 35 10 13 68 6 15 6 12 39 36 50 50 47 183 10 13 12 13 48 683

Neglect to observe 3 7 2 6 18 0 0 0 0 0 17 17 17 18 69 3 6 1 1 11 19 36 9 6 70 3 4 0 7 14 85 107 115 85 392 8 15 17 10 50 624

Delayed (neglected) reporting 0 0 1 0 1 0 0 0 0 0 2 3 2 2 9 0 0 0 0 0 3 2 1 0 6 1 4 0 1 6 4 4 11 2 21 0 1 1 2 4 47

Inadequate documentation 2 0 2 3 7 0 0 0 0 0 1 8 2 0 11 2 0 0 2 4 0 0 0 1 1 0 2 0 0 2 2 4 9 3 18 0 3 1 1 5 48

In adequate coordination 13 11 4 12 40 0 0 1 0 1 12 17 14 13 56 5 4 3 1 13 5 10 2 5 22 3 6 3 5 17 15 29 33 43 120 6 10 8 6 30 299

Inadequate (neglected) 
explanation to patient 4 3 4 3 14 0 0 0 0 0 13 5 9 3 30 0 1 0 0 1 0 3 1 0 4 1 2 1 1 5 43 66 47 52 208 9 11 9 6 35 297

Misjudgment 5 12 4 16 37 1 0 0 0 1 32 42 30 32 136 2 3 3 1 9 14 46 8 7 75 2 7 9 9 27 59 83 76 82 300 7 7 9 16 39 624

Human factors 1,014

Lack of knowledge 11 17 10 11 49 0 0 0 0 0 8 9 15 6 38 3 7 8 2 20 7 17 2 6 32 0 4 2 1 7 26 23 26 27 102 4 7 6 10 27 275

Deficiency of technique/skill 1 4 3 4 12 0 0 0 0 0 17 32 28 30 107 2 9 2 1 14 6 20 8 5 39 1 2 1 4 8 22 22 17 28 89 2 4 3 6 15 284

Busy working condition 9 7 7 6 29 0 0 0 1 1 5 11 13 10 39 0 1 1 3 5 3 8 2 4 17 1 3 0 2 6 17 21 21 32 91 3 3 6 8 20 208

Under unusual physical 
condition

1 2 0 0 3 0 0 1 0 1 5 2 1 4 12 0 0 1 0 1 0 0 0 1 1 0 0 0 0 0 4 2 2 5 13 0 1 1 2 4 35

Under unusual 
psychological condition

1 0 1 4 6 0 0 0 0 0 8 2 7 1 18 1 1 0 1 3 0 1 1 1 3 1 1 0 2 4 1 3 4 1 9 1 1 2 1 5 48

Others 5 2 1 2 10 0 0 0 0 0 6 14 5 10 35 4 1 1 0 6 3 6 3 2 14 3 5 0 1 9 14 21 18 10 63 6 7 9 5 27 164

Environment/facilities and devices 990

Computerized system 5 8 0 4 17 1 0 0 1 2 3 1 1 0 5 0 0 1 0 1 0 0 0 0 0 2 3 1 2 8 0 2 0 0 2 1 2 3 0 6 41

Drug 8 16 10 10 44 0 0 0 0 0 1 0 3 1 5 0 0 1 0 1 0 0 0 1 1 0 0 1 0 1 1 3 0 2 6 0 0 1 3 4 62

Medical device 1 0 0 0 1 0 0 0 0 0 4 6 7 6 23 10 29 15 10 64 2 8 3 1 14 0 0 1 1 2 1 1 5 1 8 2 0 3 9 14 126

Facility 0 0 0 0 0 0 0 0 1 1 1 4 2 0 7 0 1 2 0 3 0 1 2 0 3 0 0 1 0 1 11 18 13 16 58 2 8 3 5 18 91

Other items 0 0 1 1 2 0 0 0 0 0 2 5 5 3 15 2 5 0 0 7 5 8 3 1 17 0 0 0 0 0 4 5 3 8 20 1 2 3 2 8 69

Patient side 3 1 1 2 7 0 0 0 0 0 6 17 12 14 49 1 1 0 1 3 7 10 0 0 17 2 1 0 5 8 69 96 104 96 365 10 14 13 10 47 496

Others 0 0 0 3 3 0 0 0 0 0 3 8 6 3 20 2 1 4 2 9 1 4 1 0 6 0 2 0 0 2 11 14 11 10 46 5 4 5 5 19 105

Others 1,055

Education/training 7 25 9 13 54 0 0 1 1 2 12 16 19 11 58 4 14 5 4 27 7 48 3 7 65 2 7 4 4 17 31 65 41 57 194 4 8 5 15 32 449

System 4 2 1 4 11 0 0 0 0 0 4 4 5 10 23 2 2 0 0 4 2 1 1 1 5 0 2 3 6 11 3 2 6 6 17 1 4 2 1 8 79

Inadequate rules 6 9 11 8 34 0 0 1 0 1 11 7 14 7 39 1 3 3 3 10 0 5 4 2 11 0 2 1 2 5 7 11 14 14 46 2 5 2 4 13 159

Others 3 4 3 2 12 0 0 0 0 0 27 34 33 31 125 6 8 6 2 22 5 7 4 3 19 8 11 2 7 28 17 22 24 12 75 18 20 22 26 86 367

Total 123 174 103 143 543 3 0 5 5 13 231 315 300 249 1,095 60 113 68 41 282 99 276 68 67 510 36 83 36 72 227 483 674 650 639 2,446 102 150 146 166 564 5,680

(Note) “Cause of event” may have been more than one.
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Fig. II-2-34    (YA-71-B) Cause of Event and Summary of Event

Cause of event ×
Summary of event

Drug Blood transfusion Treatment/ procedure Medical device, etc.
Drainage tube or other

tube
Examination Nursing care Others

Aggregate 
total
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Action of the person involved 2,622

Neglect to check 31 44 28 29 132 1 0 1 1 3 31 51 50 34 166 10 16 11 7 44 10 35 10 13 68 6 15 6 12 39 36 50 50 47 183 10 13 12 13 48 683

Neglect to observe 3 7 2 6 18 0 0 0 0 0 17 17 17 18 69 3 6 1 1 11 19 36 9 6 70 3 4 0 7 14 85 107 115 85 392 8 15 17 10 50 624

Delayed (neglected) reporting 0 0 1 0 1 0 0 0 0 0 2 3 2 2 9 0 0 0 0 0 3 2 1 0 6 1 4 0 1 6 4 4 11 2 21 0 1 1 2 4 47

Inadequate documentation 2 0 2 3 7 0 0 0 0 0 1 8 2 0 11 2 0 0 2 4 0 0 0 1 1 0 2 0 0 2 2 4 9 3 18 0 3 1 1 5 48

In adequate coordination 13 11 4 12 40 0 0 1 0 1 12 17 14 13 56 5 4 3 1 13 5 10 2 5 22 3 6 3 5 17 15 29 33 43 120 6 10 8 6 30 299

Inadequate (neglected) 
explanation to patient 4 3 4 3 14 0 0 0 0 0 13 5 9 3 30 0 1 0 0 1 0 3 1 0 4 1 2 1 1 5 43 66 47 52 208 9 11 9 6 35 297

Misjudgment 5 12 4 16 37 1 0 0 0 1 32 42 30 32 136 2 3 3 1 9 14 46 8 7 75 2 7 9 9 27 59 83 76 82 300 7 7 9 16 39 624

Human factors 1,014

Lack of knowledge 11 17 10 11 49 0 0 0 0 0 8 9 15 6 38 3 7 8 2 20 7 17 2 6 32 0 4 2 1 7 26 23 26 27 102 4 7 6 10 27 275

Deficiency of technique/skill 1 4 3 4 12 0 0 0 0 0 17 32 28 30 107 2 9 2 1 14 6 20 8 5 39 1 2 1 4 8 22 22 17 28 89 2 4 3 6 15 284

Busy working condition 9 7 7 6 29 0 0 0 1 1 5 11 13 10 39 0 1 1 3 5 3 8 2 4 17 1 3 0 2 6 17 21 21 32 91 3 3 6 8 20 208

Under unusual physical 
condition

1 2 0 0 3 0 0 1 0 1 5 2 1 4 12 0 0 1 0 1 0 0 0 1 1 0 0 0 0 0 4 2 2 5 13 0 1 1 2 4 35

Under unusual 
psychological condition

1 0 1 4 6 0 0 0 0 0 8 2 7 1 18 1 1 0 1 3 0 1 1 1 3 1 1 0 2 4 1 3 4 1 9 1 1 2 1 5 48

Others 5 2 1 2 10 0 0 0 0 0 6 14 5 10 35 4 1 1 0 6 3 6 3 2 14 3 5 0 1 9 14 21 18 10 63 6 7 9 5 27 164

Environment/facilities and devices 990

Computerized system 5 8 0 4 17 1 0 0 1 2 3 1 1 0 5 0 0 1 0 1 0 0 0 0 0 2 3 1 2 8 0 2 0 0 2 1 2 3 0 6 41

Drug 8 16 10 10 44 0 0 0 0 0 1 0 3 1 5 0 0 1 0 1 0 0 0 1 1 0 0 1 0 1 1 3 0 2 6 0 0 1 3 4 62

Medical device 1 0 0 0 1 0 0 0 0 0 4 6 7 6 23 10 29 15 10 64 2 8 3 1 14 0 0 1 1 2 1 1 5 1 8 2 0 3 9 14 126

Facility 0 0 0 0 0 0 0 0 1 1 1 4 2 0 7 0 1 2 0 3 0 1 2 0 3 0 0 1 0 1 11 18 13 16 58 2 8 3 5 18 91

Other items 0 0 1 1 2 0 0 0 0 0 2 5 5 3 15 2 5 0 0 7 5 8 3 1 17 0 0 0 0 0 4 5 3 8 20 1 2 3 2 8 69

Patient side 3 1 1 2 7 0 0 0 0 0 6 17 12 14 49 1 1 0 1 3 7 10 0 0 17 2 1 0 5 8 69 96 104 96 365 10 14 13 10 47 496

Others 0 0 0 3 3 0 0 0 0 0 3 8 6 3 20 2 1 4 2 9 1 4 1 0 6 0 2 0 0 2 11 14 11 10 46 5 4 5 5 19 105

Others 1,055

Education/training 7 25 9 13 54 0 0 1 1 2 12 16 19 11 58 4 14 5 4 27 7 48 3 7 65 2 7 4 4 17 31 65 41 57 194 4 8 5 15 32 449

System 4 2 1 4 11 0 0 0 0 0 4 4 5 10 23 2 2 0 0 4 2 1 1 1 5 0 2 3 6 11 3 2 6 6 17 1 4 2 1 8 79

Inadequate rules 6 9 11 8 34 0 0 1 0 1 11 7 14 7 39 1 3 3 3 10 0 5 4 2 11 0 2 1 2 5 7 11 14 14 46 2 5 2 4 13 159

Others 3 4 3 2 12 0 0 0 0 0 27 34 33 31 125 6 8 6 2 22 5 7 4 3 19 8 11 2 7 28 17 22 24 12 75 18 20 22 26 86 367

Total 123 174 103 143 543 3 0 5 5 13 231 315 300 249 1,095 60 113 68 41 282 99 276 68 67 510 36 83 36 72 227 483 674 650 639 2,446 102 150 146 166 564 5,680

(Note) “Cause of event” may have been more than one.

2-[4] Details of Reports Made by Medical Institutions Subject to Reporting Requirement (by Month of Occurrence)
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2-[5] Details of Reports Made by Registered Medical Institutions (by Month of Report)

[5] Details of Reports Made by Registered Medical Institutions (by 
Month of Report)

The tabulation of reports made by registered medical institutions (medical institutions 
subject to reporting requirement and voluntarily participating medical institutions) between 
January 1 and December 31, 2011 is shown below.

Fig. II-2-35    (YA-28-C) Job Title of the Person Involved

Job title of the person involved Number of
event

Doctor 1,327
Dentist 40
Nurse 2,048

Assistant nurse 33
Pharmacist 24

Clinical engineer 16
Midwife 10

Nursing assistant 21
Radiological technologist 21

Clinical technologist 15
Registered dietitian 3

Dietitian 0
Cook/kitchen staff 3

Physical therapist (PT) 15

Occupational therapist (OT) 8

Speech -language -hearing therapist (ST) 1
Medical technologist 0

Dental hygienist 0
Dental technologist 1

Others 37
Total 3,623

(Note) The person involved is a person determined by the medical institution to have been involved in the event occurred; more than 1 person may have been involved.
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Fig. II-2-36    (YA-29-C) Years of Experience of the Person Involved
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Less than 1 year 43 5 156 1 1 1 3 1 1 1 0 0 0 1 0 0 0 0 0 7 221

1 year 26 6 235 3 2 0 2 0 3 0 0 0 0 1 0 0 0 0 0 2 280

2 years 74 7 198 0 3 0 0 3 2 0 0 0 0 0 1 0 0 0 0 3 291

3 years 74 2 171 0 0 3 1 2 0 0 1 0 0 2 1 1 0 0 0 1 259

4 years 60 0 153 0 2 0 0 1 2 0 0 0 0 0 0 0 0 0 0 1 219

5 years 79 1 132 0 2 1 0 3 0 1 1 0 0 1 0 0 0 0 0 4 225

6 years 64 0 96 0 3 0 1 0 0 0 0 0 0 1 1 0 0 0 0 2 168

7 years 62 2 71 0 1 0 1 0 1 0 0 0 0 1 0 0 0 0 0 4 143

8 years 70 2 49 0 1 0 0 2 0 0 0 0 0 0 0 0 0 0 0 0 124

9 years 71 0 45 0 1 2 0 0 0 0 0 0 1 0 2 0 0 0 0 1 123

10 years 66 0 65 0 0 1 0 1 0 1 0 0 0 0 0 0 0 0 0 0 134

11 years 69 0 37 0 0 1 0 0 1 0 0 0 0 1 0 0 0 0 0 0 109

12 years 42 3 39 0 2 0 1 2 0 0 0 0 0 0 0 0 0 0 0 0 89

13 years 47 0 36 0 1 1 0 0 0 1 0 0 0 0 0 0 0 0 0 0 86

14 years 41 3 29 1 0 0 1 0 1 0 0 0 0 1 0 0 0 0 0 0 77

15 years 45 2 39 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 87

16 years 33 1 32 0 0 0 0 0 1 1 0 0 0 0 0 0 0 0 0 0 68

17 years 50 0 26 1 0 3 0 1 0 1 0 0 0 0 0 0 0 0 0 0 82

18 years 26 0 24 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 52

19 years 36 2 25 0 0 1 0 0 2 0 0 0 0 2 0 0 0 0 0 0 68

20 years 53 0 52 0 1 0 0 0 1 1 0 0 0 0 0 0 0 0 0 0 108

21 years 19 1 23 0 0 1 0 0 0 1 0 0 0 0 0 0 0 0 0 0 45

22 years 15 0 19 0 0 0 0 0 2 0 0 0 1 1 1 0 0 0 0 0 39

23 years 22 0 35 0 0 0 0 0 1 0 0 0 0 0 1 0 0 0 0 2 61

24 years 18 0 29 1 0 0 0 0 1 3 0 0 0 0 0 0 0 0 0 0 52

25 years 18 1 35 1 0 0 0 1 0 0 1 0 0 1 0 0 0 0 0 2 60

26 years 22 1 17 1 0 0 0 0 0 0 0 0 0 2 1 0 0 0 0 1 45

27 years 15 0 23 2 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 41

28 years 14 0 21 2 1 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 39

29 years 15 0 14 3 0 0 0 2 1 0 0 0 0 0 0 0 0 0 0 0 35

30 years 8 1 41 2 1 0 0 0 0 2 0 0 0 0 0 0 0 0 0 3 58

31 years 5 0 18 3 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 27

32 years 6 0 13 1 0 0 0 2 1 1 0 0 0 0 0 0 0 0 0 0 24

33 years 6 0 12 5 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 23

34 years 4 0 9 1 0 0 0 0 0 1 0 0 0 0 0 0 0 0 0 0 15

35 years 2 0 13 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 17

36 years 2 0 3 0 1 0 0 0 0 0 0 0 1 0 0 0 0 0 0 1 8

37 years 1 0 5 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 6

38 years 1 0 1 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 3

39 years 0 0 1 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 2

40 years or longer 3 0 6 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 10

Total 1,327 40 2,048 33 24 16 10 21 21 15 3 0 3 15 8 1 0 0 1 37 3,623

(Note) The person involved is a person determined by the medical institution to have been involved in the event occurred; more than 1 person may have been involved.
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2-[5] Details of Reports Made by Registered Medical Institutions (by Month of Report)

Fig. II-2-36    (YA-29-C) Years of Experience of the Person Involved
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Less than 1 year 43 5 156 1 1 1 3 1 1 1 0 0 0 1 0 0 0 0 0 7 221

1 year 26 6 235 3 2 0 2 0 3 0 0 0 0 1 0 0 0 0 0 2 280

2 years 74 7 198 0 3 0 0 3 2 0 0 0 0 0 1 0 0 0 0 3 291

3 years 74 2 171 0 0 3 1 2 0 0 1 0 0 2 1 1 0 0 0 1 259

4 years 60 0 153 0 2 0 0 1 2 0 0 0 0 0 0 0 0 0 0 1 219

5 years 79 1 132 0 2 1 0 3 0 1 1 0 0 1 0 0 0 0 0 4 225

6 years 64 0 96 0 3 0 1 0 0 0 0 0 0 1 1 0 0 0 0 2 168

7 years 62 2 71 0 1 0 1 0 1 0 0 0 0 1 0 0 0 0 0 4 143

8 years 70 2 49 0 1 0 0 2 0 0 0 0 0 0 0 0 0 0 0 0 124

9 years 71 0 45 0 1 2 0 0 0 0 0 0 1 0 2 0 0 0 0 1 123

10 years 66 0 65 0 0 1 0 1 0 1 0 0 0 0 0 0 0 0 0 0 134

11 years 69 0 37 0 0 1 0 0 1 0 0 0 0 1 0 0 0 0 0 0 109

12 years 42 3 39 0 2 0 1 2 0 0 0 0 0 0 0 0 0 0 0 0 89

13 years 47 0 36 0 1 1 0 0 0 1 0 0 0 0 0 0 0 0 0 0 86

14 years 41 3 29 1 0 0 1 0 1 0 0 0 0 1 0 0 0 0 0 0 77

15 years 45 2 39 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 87

16 years 33 1 32 0 0 0 0 0 1 1 0 0 0 0 0 0 0 0 0 0 68

17 years 50 0 26 1 0 3 0 1 0 1 0 0 0 0 0 0 0 0 0 0 82

18 years 26 0 24 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 52

19 years 36 2 25 0 0 1 0 0 2 0 0 0 0 2 0 0 0 0 0 0 68

20 years 53 0 52 0 1 0 0 0 1 1 0 0 0 0 0 0 0 0 0 0 108

21 years 19 1 23 0 0 1 0 0 0 1 0 0 0 0 0 0 0 0 0 0 45

22 years 15 0 19 0 0 0 0 0 2 0 0 0 1 1 1 0 0 0 0 0 39

23 years 22 0 35 0 0 0 0 0 1 0 0 0 0 0 1 0 0 0 0 2 61

24 years 18 0 29 1 0 0 0 0 1 3 0 0 0 0 0 0 0 0 0 0 52

25 years 18 1 35 1 0 0 0 1 0 0 1 0 0 1 0 0 0 0 0 2 60

26 years 22 1 17 1 0 0 0 0 0 0 0 0 0 2 1 0 0 0 0 1 45

27 years 15 0 23 2 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 41

28 years 14 0 21 2 1 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 39

29 years 15 0 14 3 0 0 0 2 1 0 0 0 0 0 0 0 0 0 0 0 35

30 years 8 1 41 2 1 0 0 0 0 2 0 0 0 0 0 0 0 0 0 3 58

31 years 5 0 18 3 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 27

32 years 6 0 13 1 0 0 0 2 1 1 0 0 0 0 0 0 0 0 0 0 24

33 years 6 0 12 5 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 23

34 years 4 0 9 1 0 0 0 0 0 1 0 0 0 0 0 0 0 0 0 0 15

35 years 2 0 13 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 17

36 years 2 0 3 0 1 0 0 0 0 0 0 0 1 0 0 0 0 0 0 1 8

37 years 1 0 5 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 6

38 years 1 0 1 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 3

39 years 0 0 1 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 2

40 years or longer 3 0 6 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 10

Total 1,327 40 2,048 33 24 16 10 21 21 15 3 0 3 15 8 1 0 0 1 37 3,623

(Note) The person involved is a person determined by the medical institution to have been involved in the event occurred; more than 1 person may have been involved.
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Fig. II-2-37    (YA-30-C) Number of Years Person Involved Has Been Working at the Current Department
Number 
of years 
person 

involved 
has been 

working at 
the current 
department

D
oc

to
r

D
en

tis
t

N
ur

se

A
ss

is
ta

nt
 

nu
rs

e

Ph
ar

m
ac

is
t

C
lin

ic
al

 
en

gi
ne

er

M
id

w
ife

N
ur

si
ng

 
as

si
st

an
t

R
ad

io
lo

gi
ca

l 
te

ch
no

lo
gi

st

Cl
in

ic
al

 
te

ch
no

lo
gi

st

R
eg

is
te

re
d 

di
et

iti
an

D
ie

tit
ia

n

C
oo

k/
ki

tc
he

n 
st

af
f

Ph
ys

ic
al

 
th

er
ap

is
t (

PT
)

Oc
cu

pa
tio

na
l 

th
er

ap
ist

 (O
T)

Sp
ee

ch
 

-la
ng

ua
ge

 
-h

ea
ri

ng
 

th
er

ap
is

t (
ST

)

M
ed

ic
al

 
te

ch
no

lo
gi

st

D
en

ta
l 

hy
gi

en
is

t

De
nt

al
 

te
ch

no
lo

gi
st

 

O
th

er
s

To
ta

l

Less than 1 year 337 7 397 6 8 1 4 3 3 2 1 0 0 1 0 0 0 0 0 13 783

1 year 169 8 445 6 6 1 2 3 3 2 0 0 0 2 1 0 0 0 0 6 654

2 years 139 7 338 7 3 1 0 2 4 0 0 0 0 1 2 0 0 0 0 3 507

3 years 109 2 280 4 1 5 1 1 2 2 1 0 0 2 1 1 0 0 0 2 414

4 years 82 2 191 5 0 0 0 3 3 0 0 0 0 0 0 0 0 0 0 2 288

5 years 90 1 127 1 2 2 0 5 1 2 1 0 0 2 2 0 0 0 0 3 239

6 years 55 1 85 2 1 0 1 4 0 0 0 0 0 2 0 0 0 0 0 0 151

7 years 47 4 60 1 1 1 0 0 0 1 0 0 0 1 1 0 0 0 0 2 119

8 years 40 1 28 0 0 3 0 0 1 0 0 0 0 0 0 0 0 0 0 0 73

9 years 44 1 22 0 0 0 1 0 0 0 0 0 1 0 1 0 0 0 0 0 70

10 years 44 0 17 0 0 1 0 0 0 1 0 0 1 0 0 0 0 0 0 1 65

11 years 16 1 10 0 0 1 0 0 0 0 0 0 0 1 0 0 0 0 0 0 29

12 years 16 1 9 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 27

13 years 25 0 3 0 1 0 0 0 0 1 0 0 0 0 0 0 0 0 0 0 30

14 years 14 0 6 0 0 0 1 0 1 0 0 0 0 1 0 0 0 0 0 0 23

15 years 14 0 7 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0 0 0 22

16 years 11 2 4 0 0 0 0 0 1 0 0 0 0 0 0 0 0 0 0 0 18

17 years 14 0 5 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 19

18 years 13 1 2 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 17

19 years 11 1 1 0 0 0 0 0 2 1 0 0 0 1 0 0 0 0 0 0 17

20 years 6 0 0 0 0 0 0 0 0 2 0 0 0 0 0 0 0 0 0 0 8

21 years 3 0 4 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 7

22 years 6 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 7

23 years 6 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 6

24 years 2 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 2

25 years 3 0 1 0 0 0 0 0 0 0 0 0 0 1 0 0 0 0 0 1 6

26 years 3 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 5

27 years 0 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1

28 years 0 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1

29 years 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1

30 years 4 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 5

31 years 1 0 0 1 0 0 0 0 0 0 0 0 1 0 0 0 0 0 0 1 4

32 years 0 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1

33 years 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

34 years 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

35 years 0 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 2

36 years 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1

37 years 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

38 years 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

39 years 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

40 years or longer 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1

Total 1,327 40 2,048 33 24 16 10 21 21 15 3 0 3 15 8 1 0 0 1 37 3,623

(Note) The person involved is a person determined by the medical institution to have been involved in the event occurred; more than 1 person may have been involved.
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2-[5] Details of Reports Made by Registered Medical Institutions (by Month of Report)

Fig. II-2-37    (YA-30-C) Number of Years Person Involved Has Been Working at the Current Department
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Less than 1 year 337 7 397 6 8 1 4 3 3 2 1 0 0 1 0 0 0 0 0 13 783

1 year 169 8 445 6 6 1 2 3 3 2 0 0 0 2 1 0 0 0 0 6 654

2 years 139 7 338 7 3 1 0 2 4 0 0 0 0 1 2 0 0 0 0 3 507

3 years 109 2 280 4 1 5 1 1 2 2 1 0 0 2 1 1 0 0 0 2 414

4 years 82 2 191 5 0 0 0 3 3 0 0 0 0 0 0 0 0 0 0 2 288

5 years 90 1 127 1 2 2 0 5 1 2 1 0 0 2 2 0 0 0 0 3 239

6 years 55 1 85 2 1 0 1 4 0 0 0 0 0 2 0 0 0 0 0 0 151

7 years 47 4 60 1 1 1 0 0 0 1 0 0 0 1 1 0 0 0 0 2 119

8 years 40 1 28 0 0 3 0 0 1 0 0 0 0 0 0 0 0 0 0 0 73

9 years 44 1 22 0 0 0 1 0 0 0 0 0 1 0 1 0 0 0 0 0 70

10 years 44 0 17 0 0 1 0 0 0 1 0 0 1 0 0 0 0 0 0 1 65

11 years 16 1 10 0 0 1 0 0 0 0 0 0 0 1 0 0 0 0 0 0 29

12 years 16 1 9 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 27

13 years 25 0 3 0 1 0 0 0 0 1 0 0 0 0 0 0 0 0 0 0 30

14 years 14 0 6 0 0 0 1 0 1 0 0 0 0 1 0 0 0 0 0 0 23

15 years 14 0 7 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0 0 0 22

16 years 11 2 4 0 0 0 0 0 1 0 0 0 0 0 0 0 0 0 0 0 18

17 years 14 0 5 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 19

18 years 13 1 2 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 17

19 years 11 1 1 0 0 0 0 0 2 1 0 0 0 1 0 0 0 0 0 0 17

20 years 6 0 0 0 0 0 0 0 0 2 0 0 0 0 0 0 0 0 0 0 8

21 years 3 0 4 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 7

22 years 6 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 7

23 years 6 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 6

24 years 2 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 2

25 years 3 0 1 0 0 0 0 0 0 0 0 0 0 1 0 0 0 0 0 1 6

26 years 3 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 5

27 years 0 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1

28 years 0 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1

29 years 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1

30 years 4 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 5

31 years 1 0 0 1 0 0 0 0 0 0 0 0 1 0 0 0 0 0 0 1 4

32 years 0 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1

33 years 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

34 years 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

35 years 0 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 2

36 years 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1

37 years 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

38 years 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

39 years 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

40 years or longer 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1

Total 1,327 40 2,048 33 24 16 10 21 21 15 3 0 3 15 8 1 0 0 1 37 3,623

(Note) The person involved is a person determined by the medical institution to have been involved in the event occurred; more than 1 person may have been involved.
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Fig. II-2-38    (YA-35-C) Summary of Event
Summary of event Number of event %

Drug 272 9.7
Blood transfusion 7 0.3
Treatment/procedure 579 20.7
Medical device, etc. 110 3.9
Drainage tube or other tube 295 10.5
Examination 115 4.1
Nursing care 1,155 41.3
Others 266 9.5

Total 2,799 100.0

Fig. II-2-39    (YA-37-C) Severity of Event
Severity of event (Note1) Number of event %

Death 165 5.9
High potential of residual disability 285 10.2
Low potential of residual disability 748 26.7
No potential of residual disability 731 26.1
No disability 770 27.5
Unknown 100 3.6

Total 2,799 100.0
(Note 1) “Severity of event” is not necessarily associated with occurrence of event or negligence.
(Note 2) “Unknown” includes indefinite outcome at the time of reporting (within 2 weeks) and events of warning that did not affect patients’ conditions in any way.
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2-[5] Details of Reports Made by Registered Medical Institutions (by Month of Report)

Fig. II-2-40    (YA-40-C) Clinical Department

Clinical department Number of
event %

Internal medicine 340 10.1
Anesthesiology 84 2.5
Cardiovascular medicine 176 5.2
Neurology 86 2.5
Respiratory tract medicine 163 4.8
Gastrointestinal medicine 200 5.9
Hematology 49 1.5
Circulatory surgery 30 0.9
Allergy 2 0.1
Rheumatism 12 0.4
Pediatrics 184 5.4
General surgery 257 7.6
Orthopedics 404 12.0
Plastic surgery 38 1.1
Cosmetic surgery 0 0
Neurosurgery 177 5.2
Respiratory surgery 46 1.4
Cardiovascular surgery 108 3.2
Pediatric surgery 24 0.7
Pain clinic 4 0.1
Dermatology 41 1.2
Urology 84 2.5
Venereology 0 0
Proctology 3 0.1
Gynecology/Obstetrics 36 1.1
Obstetrics 7 0.2
Gynecology 36 1.1
Ophthalmology 55 1.6
Otolaryngology 60 1.8
Psychosomatic medicine 3 0.1
Psychiatry 194 5.7
Rehabilitation 23 0.7
Radiology 63 1.9
Dentistry 6 0.2
Orthodontics 1 0
Pediatric dentistry 1 0
Dental/oral surgery 40 1.2
Unknown 5 0.1
Others 335 9.9

Total 3,377 100.0
(Note) “Clinical department” may be more than one.
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Fig. II-2-41    (YA-41-C) Cause of Event

Cause of event Number of
event %

Action of the person involved 3,351 47.3
Neglect to check 904 12.8
Neglect to observe 806 11.4
Delayed (neglected) reporting 63 0.9
Inadequate documentation 68 1.0
In adequate coordination 349 4.9
Inadequate (neglected) explanation to patient 393 5.5
Misjudgment 768 10.8

Human factors 1,265 17.9
Lack of knowledge 361 5.1
Deficiency of technique/skill 335 4.7
Busy working condition 245 3.5
Under unusual physical condition 47 0.7
Under unusual psychological condition 62 0.9
Others 215 3.0

Environment/facilities and devices 1,197 16.7
Computerized system 60 0.8
Drug 73 1.0
Medical device 151 2.1
Facility 120 1.7
Other items 80 1.1
Patient side 583 8.2
Others 130 1.8

Others 1,274 18.0
Education/training 558 7.9
System 92 1.3
Inadequate rules 201 2.8
Others 423 6.0

Total 7,087 100.0
(Note) “Cause of event” may have been more than one.

Fig. II-2-42    (YA-42-C) Events Encouraged to Be Reported

Events encouraged to be reported Number of
event %

Accident due to use of contaminated drug/
material/biologic product 4 0.1

Death or disability due to nosocomial infection 2 0.1
Suicide or suicide attempt of patient 61 2.2
Disappearance of inpatient 10 0.4
Burn of patient 34 1.2
Electric shock of patient 0 0
Death or disability of patient due to facility fire 0 0
Handling over of infant to wrong parent 1 0
No applicable option 2,687 96.0

Total 2,799 100.0
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2-[5] Details of Reports Made by Registered Medical Institutions (by Month of Report)

Fig. II-2-43    (YA-64-C) Situation and Severity of Event

Situation × Severity of event Death
High 

potential 
of residual 
disability

Low 
potential 

of residual 
disability

No 
potential 

of residual 
disability

No 
disability Unknown Aggregate 

total

Related to drug 272
Hand-written prescription 0 1 0 0 2 0 3
Order given for a prescription to be written 0 1 7 5 6 1 20
Verbal prescription 0 0 1 0 0 0 1
Hand-written change of prescription 0 0 0 0 1 0 1
Order given for a prescription to be changed 1 0 1 2 1 1 6
Verbal change of prescription 0 0 0 0 1 0 1
Prescription, others 0 0 1 3 1 0 5
Oral drug dispensing 0 0 1 3 1 1 6
Injection dispensing 1 0 0 0 4 0 5
Blood product dispensing 0 0 0 0 0 0 0
External application dispensing 0 0 1 0 0 0 1
Dispensing, others 0 0 0 1 1 1 3
Oral drug management 0 0 0 0 0 0 0
Injection drug management 0 0 0 0 1 0 1
Blood product management 0 0 0 0 0 0 0
External medicine management 0 0 0 0 1 0 1
Drug product management, others 0 0 0 1 1 0 2
Drug preparation 0 0 0 1 7 1 9
Subcutaneous/intramuscular injection 0 0 2 2 12 1 17
Intravenous injection 1 2 6 11 14 2 36
Arterial injection 0 0 0 1 0 1 2
Peripheral intravenous infusion 0 3 5 9 40 1 58
Central venous injection 1 0 2 3 3 2 11
Oral administration 2 0 9 9 41 1 62
External application 0 0 0 0 0 0 0
Suppository 0 0 0 0 0 0 0
Inhalant 0 0 0 0 1 0 1
Nose drop/eye drop/ ear drop 0 0 0 0 3 0 3
Other drug administration 0 3 5 3 5 1 17

Related to blood transfusion 7
Hand-written prescription 0 0 0 0 0 0 0
Order given for a prescription to be written 0 0 0 0 1 0 1
Verbal prescription 0 0 0 0 0 0 0
Hand-written change of prescription 0 0 0 0 0 0 0
Order given for a prescription to be changed 0 0 0 0 0 0 0
Verbal change of prescription 0 0 0 0 0 0 0
Prescription, others 0 0 0 0 0 0 0
Preparation 0 0 0 0 0 0 0
Practice 0 0 0 0 2 0 2
Transfusion examination, others 0 0 0 0 0 0 0
Preparation 0 0 0 0 0 0 0
Practice 0 0 0 0 0 0 0
Irradiation, others 0 0 0 0 0 0 0
Product delivery 0 0 0 0 0 0 0
Transfusion preparation, others 0 0 0 0 0 0 0
Practice 0 0 1 1 2 0 4
Transfusion practice, others 0 0 0 0 0 0 0

Related to treatment/procedure 579
Hand-written orders 0 0 0 0 0 0 0
Order given for orders to be written 0 1 2 0 0 0 3
Verbal orders 0 0 3 1 2 0 6
Hand-written change of orders 0 0 0 0 0 0 0
Order given for orders to be changed 0 0 0 0 1 0 1

(Note 1) “Severity of event” is not necessarily associated with occurrence of event or negligence.
(Note 2) “Unknown” includes indefinite outcome at the time of reporting (within 2 weeks) and events of warning that did not affect patients’ conditions in any way.
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Situation × Severity of event Death
High 

potential 
of residual 
disability

Low 
potential 

of residual 
disability

No 
potential 

of residual 
disability

No 
disability Unknown Aggregate 

total

Verbal change of order 0 0 0 0 0 0 0
Order, others 0 7 18 8 0 0 33
Management 10 11 13 10 10 0 54
Management, others 4 2 0 3 2 0 11
Preparation 0 0 1 1 1 0 3
Preparation, others 0 0 0 0 0 0 0
Conducting 28 73 134 110 78 19 442
Treatment/procedure, others 1 5 1 10 8 1 26

Related to use/management of medical device and materials 110
Hand-written orders 0 0 0 1 0 0 1
Order given for orders to be written 0 0 0 0 0 0 0
Verbal order 0 0 0 1 2 0 3
Hand-written change of orders 0 0 0 0 0 0 0
Order given for orders to be changed 0 0 0 0 0 0 0
Verbal change of order 0 1 0 0 0 0 1
Order, others 0 1 1 4 0 0 6
Management 0 0 6 2 3 0 11
Preparation 0 0 1 2 4 0 7
While using 8 6 9 21 36 1 81

Related to use/management of drainage tube or other tube 295
Hand-written orders 0 0 0 0 0 0 0
Order given for order to be written 0 0 1 1 1 0 3
Verbal order 0 0 0 2 0 0 2
Hand-written change of orders 0 0 0 0 0 0 0
Order given for orders to be changed 0 0 0 0 0 0 0
Verbal change of order 0 0 0 0 0 0 0
Order, others 0 2 5 2 1 0 10
Management 3 3 11 14 16 2 49
Preparation 1 0 1 0 0 0 2
While using 7 8 29 44 134 7 229

Related to examination 115
Hand-written orders 0 0 0 0 2 0 2
Order given for orders to be written 0 0 0 0 1 0 1
Verbal order 0 0 0 1 0 0 1
Change of order by hand 0 0 0 0 0 0 0
Order given for orders to be changed 0 0 0 0 0 0 0
Verbal change of order 0 0 0 0 0 0 0
Order, others 0 0 10 5 0 0 15
Management 1 1 1 1 5 0 9
Preparation 0 0 1 1 8 0 10
While conducting 5 12 19 17 19 5 77

Related to nursing care 1,155
Hand-written plans or orders 0 3 3 1 1 0 8
Order given for plans or orders to be written 0 0 2 3 2 0 7
Verbal plan or order 0 0 0 2 0 0 2
Hand-written change of plans or orders 0 0 0 0 0 0 0
Order given for plans or orders to be changed 0 0 0 0 1 0 1
Verbal change of plans or orders 0 0 0 0 0 0 0
Plans/orders, others 2 2 15 8 1 0 28
Management 33 49 183 153 133 15 566
Preparation 0 1 7 4 5 0 17
While conducting 16 38 169 184 94 25 526

Others 40 49 60 59 47 11 266
Total 165 285 748 731 770 100 2,799
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Fig. II-2-44    (YA-65-C) Details of Event and Severity of Event

Details of event × Severity of event Death
High 

potential 
of residual 
disability

Low 
potential 

of residual 
disability

No 
potential 

of residual 
disability

No 
disability Unknown Aggregate 

total

Related to drug 272
Forgot to prescribe 0 0 2 0 1 0 3
Prescription delay 0 0 0 0 0 0 0
Dose error 1 0 1 5 6 0 13
Double prescription 0 0 0 0 0 0 0
Prescription of contraindicated drug 0 0 1 3 1 0 5
Misidentification of patient to receive the prescription 0 0 0 1 0 0 1
Mix-up in the prescribed drug 0 1 1 1 3 1 7
Wrong unit prescribed 0 0 0 0 0 0 0
Wrong dosing method prescribed 0 0 0 0 0 0 0
Prescription, others 0 0 3 2 4 1 10
Forgot to dispense 0 0 0 1 0 0 1
Prescription/prescription for injection checking error 0 0 0 0 0 0 0
Dispensing error in weighing 0 0 0 0 1 1 2
Error in dose/number 0 0 0 0 0 0 0
Error in packaging 0 0 0 0 0 0 0
Dispensing error in standard 0 0 0 1 0 1 2
Dispensing error in unit 0 0 0 0 2 0 2
Dispensing error in drug 0 0 0 0 0 0 0
Wrong instructions 0 0 0 0 0 0 0
Misidentification of patient to be delivered the drug/product 0 0 0 0 0 0 0
Wrong delivery of drug/product 0 0 1 0 0 0 1
Delivery of expired product 0 0 0 0 0 0 0
Dispensing, others 0 0 0 1 1 0 2
Wrong description on drug bag/bottle 0 0 0 0 0 0 0
Foreign object mixed in 0 0 0 0 0 0 0
Bacterial contamination 0 0 0 0 0 0 0
Expired product 0 0 0 0 1 0 1
Product management, others 0 0 0 1 2 0 3
Overdosing preparation 0 0 0 1 1 0 2
Underdosing preparation 0 0 0 0 0 0 0
Wrong dosing time/date 0 0 0 0 1 0 1
Double dosing 0 0 0 0 1 0 1
Dosing of contraindicated drug 0 0 0 0 0 0 0
Dosing speed too fast 0 0 0 1 0 0 1
Dosing speed too slow 0 0 0 0 0 1 1
Patient misidentification 0 0 0 0 0 0 0
Drug mix-up 0 1 0 0 3 0 4
Wrong unit 0 0 0 0 0 0 0
Wrong dosing method 0 0 0 0 0 0 0
Neglected to dose 0 0 0 0 0 0 0
Wrong mixture 0 0 0 0 1 0 1
Dosing preparation, others 0 0 0 0 3 0 3
Overdose 1 3 9 8 19 1 41
Underdose 0 0 0 0 3 0 3
Wrong dosing time/date 0 0 0 1 2 0 3
Double dosing 0 0 1 1 5 0 7
Dosing of contraindicated drug 0 1 0 2 2 0 5
Dosing speed too fast 1 0 0 2 14 2 19
Dosing speed too slow 0 0 0 0 2 0 2
Patient misidentification 0 0 3 6 5 1 15
Drug mix-up 0 0 3 2 7 2 14
Wrong unit 0 0 0 0 2 0 2
Wrong dosing method 0 1 2 3 5 2 13

(Note 1) “Severity of event” is not necessarily associated with occurrence of event or negligence.
(Note 2) “Unknown” includes indefinite outcome at the time of reporting (within 2 weeks) and events of warning that did not affect patients’ conditions in any way.

2-[5] Details of Reports Made by Registered Medical Institutions (by Month of Report)
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Details of event × Severity of event Death
High 

potential 
of residual 
disability

Low 
potential 

of residual 
disability

No 
potential 

of residual 
disability

No 
disability Unknown Aggregate 

total

Neglected to dose 0 0 0 0 20 1 21
Dosing, others 3 3 14 11 29 0 60

Related to blood transfusion 7
Forgot to order 0 0 0 0 0 0 0
Order delay 0 0 0 0 0 0 0
Wrong amount ordered 0 0 0 0 0 0 0
Overlapping order 0 0 0 0 0 0 0
Contraindicated blood ordered 0 0 0 0 0 0 0
Misidentification of patient subject to the order 0 0 0 0 1 0 1
Mix-up in ordered blood 0 0 0 0 0 0 0
Wrong unit ordered 0 0 0 0 0 0 0
Wrong dosing method ordered 0 0 0 0 0 0 0
Order, others 0 0 0 0 0 0 0
Neglected 0 0 0 0 0 0 0
Sample misidentification 0 0 0 0 1 0 1
Wrong evaluation 0 0 0 0 0 0 0
Error in documentation/recording of results 0 0 0 0 0 0 0
Transfusion examination, others 0 0 0 0 1 0 1
Neglected 0 0 0 0 0 0 0
Excessive irradiation 0 0 0 0 0 0 0
Insufficient irradiation 0 0 0 0 0 0 0
Patient misidentification 0 0 0 0 0 0 0
Product mix-up 0 0 0 0 0 0 0
Irradiation, others 0 0 0 0 0 0 0
Wrong description on bag 0 0 0 0 0 0 0
Foreign object mixed in 0 0 0 0 0 0 0
Bacterial contamination 0 0 0 0 0 0 0
Expired product 0 0 0 0 0 0 0
Transfusion management, others 0 0 0 0 0 0 0
Overdosing preparation 0 0 0 0 0 0 0
Underdosing preparation 0 0 0 0 0 0 0
Wrong dosing time/date 0 0 0 0 0 0 0
Double dosing 0 0 0 0 0 0 0
Dosing of contraindicated blood 0 0 0 0 0 0 0
Dosing speed too fast 0 0 0 0 0 0 0
Dosing speed too slow 0 0 0 0 0 0 0
Patient misidentification 0 0 0 0 0 0 0
Blood mix-up 0 0 0 0 0 0 0
Wrong unit 0 0 0 0 0 0 0
Wrong dosing method 0 0 0 0 0 0 0
Neglected to dose 0 0 0 0 0 0 0
Transfusion preparation, others 0 0 0 0 0 0 0
Overdose 0 0 0 0 0 0 0
Underdose 0 0 0 0 0 0 0
Wrong dosing time/date 0 0 0 0 0 0 0
Double dosing 0 0 0 0 0 0 0
Dosing of contraindicated drug 0 0 0 0 0 0 0
Dosing speed too fast 0 0 0 0 0 0 0
Dosing speed too slow 0 0 0 0 0 0 0
Patient misidentification 0 0 1 1 1 0 3
Drug mix-up 0 0 0 0 1 0 1
Wrong unit 0 0 0 0 0 0 0
Wrong dosing method 0 0 0 0 0 0 0
Neglected to dose 0 0 0 0 0 0 0
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Details of event × Severity of event Death
High 

potential 
of residual 
disability

Low 
potential 

of residual 
disability

No 
potential 

of residual 
disability

No 
disability Unknown Aggregate 

total

Transfusion practice, others 0 0 0 0 0 0 0
Related to treatment/procedure 579

Forgot to order 0 0 2 0 0 0 2
Order delay 0 0 1 1 0 0 2
Misidentification of patient subject to the order 0 0 0 0 0 0 0
Order for the wrong treatment/procedure 0 1 0 0 0 0 1
Wrong date 0 0 0 0 0 0 0
Wrong time 0 0 0 0 0 0 0
Order for treatment/procedure, others 0 4 3 1 1 0 9
Treatment/procedure management 7 9 9 10 12 0 47
Treatment/procedure management, others 5 5 2 5 4 0 21
Wrong medical materials 0 0 1 3 1 0 5
Wrong patient position 0 0 0 0 0 0 0
Error in sterilization/cleaning technique 0 0 1 0 0 0 1
Preparation for treatment/procedure, others 0 0 3 1 0 0 4
Patient misidentification 0 0 1 0 2 0 3
Wrong site treatment/procedure 0 1 9 10 5 4 29
Wrong method (technique) 6 14 46 26 15 1 108
Neglected/forgotten 1 1 2 1 2 0 7
Cancellation/postponement 0 0 1 1 1 0 3
Wrong date/time 0 0 0 0 0 0 0
Wrong turn 0 0 0 0 0 0 0
Unnecessary treatment/procedure 0 1 2 4 1 0 8
Aspiration 1 1 1 1 0 0 4
Accidental ingestion 0 0 0 0 2 0 2
Retained foreign object 0 2 9 22 14 2 49
Wrong examination/treatment, others 0 0 2 1 1 1 5
Conducting treatment/procedure, others 23 60 77 56 41 12 269

Related to use/management of medical devices and materials 110
Forgot to order 0 0 0 0 0 0 0
Order delay 0 0 0 0 0 0 0
Misidentification of patient subject to the order 0 0 0 0 0 0 0
Order for the wrong usage 0 0 0 1 1 0 2
Use of medical devices and materials, others 0 0 0 2 3 0 5
Poor maintenance/inspection 0 0 1 0 0 0 1
Forgot to maintain/inspect 0 0 0 0 0 0 0
Neglect in inspection/management during device operation 0 0 2 2 0 0 4
Breakage 0 0 0 0 1 0 1
Management of medical devices and materials, others 0 0 1 3 1 0 5
Assembly 0 0 1 1 0 0 2
Error in condition setup 0 0 0 0 2 0 2
Forgot to set up 0 0 0 0 0 0 0
Forgot to turn on power 0 0 0 0 0 0 0
Forgot to set alarm 0 0 0 0 0 0 0
Error in range of alarm setup 0 0 0 0 0 0 0
Forgot to reset alarm after canceling for convenience sake 0 0 0 0 0 0 0
Error in sterilization/cleaning technique 0 0 1 0 0 0 1
Neglect in inspection/management before device operation 0 0 2 0 1 0 3
Breakage 0 0 0 0 0 0 0
Preparation of medical devices and materials, others 0 0 0 1 2 0 3
Inappropriate use of medical devices and materials 3 2 3 4 5 0 17

2-[5] Details of Reports Made by Registered Medical Institutions (by Month of Report)
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Details of event × Severity of event Death
High 

potential 
of residual 
disability

Low 
potential 

of residual 
disability

No 
potential 

of residual 
disability

No 
disability Unknown Aggregate 

total

Malfunction 0 2 0 1 1 0 4
Failure 1 0 0 2 4 0 7
Breakage 1 0 3 2 4 0 10
Use of medical devices and materials, others 3 4 3 12 20 1 43

Related to use/management of drainage tube or other tube 295
Forgot to order 0 0 0 0 0 0 0
Order delay 0 0 0 0 0 0 0
Misidentification of patient subject to the order 0 0 0 0 0 0 0

Wrong usage ordered 0 0 0 1 0 0 1
Order for use/management of drainage tube or 
other tube, others 0 0 1 0 1 0 2

Forgot to inspect 0 0 0 0 0 0 0
Poor inspection 0 0 0 0 0 0 0
Neglect in inspection/management during device operation 0 1 3 6 2 0 12
Breakage 0 0 0 0 1 0 1
Management of drainage tube or other tube 0 1 6 7 4 1 19
Assembly 0 0 0 0 0 0 0
Error in condition setup 0 0 0 0 0 0 0
Forgot to set up 0 0 0 0 0 0 0
Error in sterilization/cleaning technique 0 0 0 0 0 0 0
Neglect in inspection/management before device operation 1 0 0 0 0 0 1
Preparation of drainage tube or other tube, others 0 0 1 0 0 0 1
Infusion leakage 0 0 4 3 5 2 14
Self-removal 1 3 5 8 82 0 99
Spontaneous dislodgment 1 2 3 6 23 2 37
Disconnection 1 1 1 3 6 0 12
Neglected to connect 0 0 0 0 0 0 0
Blockage 3 2 1 0 2 0 8
Severance/ breakage 0 0 2 3 13 1 19
Wrong connection 0 0 1 2 2 0 5
Error in operation of T-shaped stopcock 0 0 0 0 0 0 0
Route clamp error 0 1 0 0 0 0 1
Air bubble in tube 0 0 0 0 0 0 0
Malfunction 0 0 0 0 0 1 1
Failure 0 0 0 0 0 0 0
Inappropriate use of drainage tube or other tube 0 0 0 4 1 0 5
Use of drainage tube or other tube, others 4 2 19 20 10 2 57

Related to examination 115
Forgot to order 0 0 0 0 1 0 1
Order delay 0 0 0 0 0 0 0
Misidentification of patient subject to the order 0 0 0 0 0 0 0
Wrong examination ordered 0 0 0 0 1 1 2
Order of examination, others 0 0 0 1 1 0 2
Management of analysis device/equipment 0 0 0 0 0 0 0
Reagent management 0 0 0 0 0 0 0
Lost data 0 0 0 0 0 0 0
Calculation, entry, memorization 0 0 0 0 0 0 0
Examination management, others 1 1 1 0 3 0 6

Patient misidentification 0 0 0 0 2 0 2

Sample misidentification 0 0 0 0 1 0 1
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Details of event × Severity of event Death
High 

potential 
of residual 
disability

Low 
potential 

of residual 
disability

No 
potential 

of residual 
disability

No 
disability Unknown Aggregate 

total

Lost sample 0 0 0 0 1 0 1
Preparation of examination device/equipment 0 0 0 0 0 0 0
Sample breakage 0 0 0 0 0 0 0
Examination preparation,others 0 0 0 1 3 0 4
Patient misidentification 0 0 0 1 3 0 4
Sample misidentification 0 0 0 0 2 0 2
Wrong reagent 0 0 1 1 0 1 3
Lost sample 0 0 0 0 1 0 1
Wrong examination/evaluation 0 4 1 5 1 0 11
technique 0 0 2 0 1 1 4
Error in sample collection 0 0 0 0 0 0 0
Sample breakage 0 0 0 0 0 0 0
Sample contamination 0 0 0 0 0 0 0
Wrong data 0 0 1 3 0 1 5
Result reporting 5 8 25 13 14 1 66

Related to nursing care 1,154
Forgot to make plan or give order 0 0 2 0 1 0 3
Plan or order delay 0 1 1 1 2 0 5
Misidentification of patient subject to the plan/order 0 0 0 0 0 0 0
Wrong plan or order 0 0 2 1 1 0 4
Plan or order of nursing care, others 0 1 1 2 1 0 5

Restraint 0 1 1 3 0 0 5

Wrong meal 0 0 0 0 4 0 4
Rest ordered 0 1 4 1 2 0 8
Ordered meal prohibition 0 0 0 0 0 0 0
Permission for going out/staying out 1 0 0 1 1 0 3
Foreign object mixed in 0 0 0 0 0 0 0
Fall 9 52 239 202 137 25 664
Fall from bed 5 9 31 34 22 3 104
Collision 0 1 2 2 2 0 7
Aspiration 12 11 6 7 7 1 44
Accident injection 0 0 0 0 3 1 4
Wrong meal served 0 0 0 0 2 0 2
Delay 1 0 0 0 1 0 2
Forgot to conduct 0 0 0 1 0 0 1
Wrong transportation 0 0 0 0 0 0 0
Patient misidentification 0 0 0 0 2 0 2
Forgot to postpone meal 0 0 0 0 0 0 0
Forgot to cancel 0 0 0 0 0 0 0
Forgot to take/inject self-administered drug 0 0 1 0 0 0 1
Forgot to infuse self-administered drug 0 0 0 0 0 0 0
Taking wrong self-administered drug 0 0 0 0 0 0 0
Unnecessary nursing care 2 0 1 2 0 0 5
Nursing care management/preparation/
conducting,others

21 16 88 98 48 10 281

Others 40 49 60 59 47 11 266
Total 165 285 748 731 770 100 2,799

2-[5] Details of Reports Made by Registered Medical Institutions (by Month of Report)
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Fig. II-2-45    (YA-68-C) Clinical Department and Summary of Event
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Internal medicine 59 1 45 8 32 18 152 25 340

Anesthesiology 6 1 52 6 10 0 3 6 84

Cardiovascular medicine 16 0 56 12 7 12 53 20 176

Neurology 1 0 6 1 4 0 66 8 86

Respiratory tract medicine 13 0 18 6 9 8 100 9 163

Gastrointestinal medicine 13 0 49 6 18 17 75 22 200

Hematology 6 1 5 2 5 2 23 5 49

Circulatory surgery 0 0 10 3 5 1 7 4 30

Allergy 0 0 0 0 0 0 2 0 2

Rheumatism 1 0 0 1 1 0 9 0 12

Pediatrics 22 0 13 7 51 4 73 14 184

General surgery 26 0 58 9 37 9 100 18 257

Orthopedics 15 1 57 8 14 3 263 43 404

Plastic surgery 1 0 11 2 4 1 12 7 38

Cosmetic surgery 0 0 0 0 0 0 0 0 0

Neurosurgery 18 0 50 4 30 6 53 16 177

Respiratory surgery 3 0 16 1 8 2 9 7 46

Cardiovascular surgery 9 1 51 11 17 3 11 5 108

Pediatric surgery 2 1 8 1 10 0 1 1 24

Pain clinic 0 0 1 0 0 0 1 2 4

Dermatology 5 0 10 2 2 2 14 6 41

Urology 9 1 28 4 10 5 19 8 84

Venereology 0 0 0 0 0 0 0 0 0

Proctology 0 0 1 0 1 0 1 0 3

Gynecology/Obstetrics 3 0 14 3 2 3 1 10 36

Obstetrics 2 0 2 0 0 1 1 1 7

Gynecology 7 0 10 2 3 2 8 4 36

Ophthalmology 7 0 23 5 0 1 14 5 55

Otolaryngology 4 0 17 2 5 1 24 7 60

Psychosomatic medicine 0 0 0 0 0 0 3 0 3

Psychiatry 7 0 3 0 1 0 154 29 194

Rehabilitation 3 0 4 0 1 1 10 4 23

Radiology 7 0 18 1 2 19 9 7 63

Dentistry 1 0 1 0 0 0 3 1 6

Orthodontics 0 0 0 0 0 0 0 1 1

Pediatric dentistry 0 0 1 0 0 0 0 0 1

Dental/oral surgery 3 0 22 3 2 1 2 7 40

Unknown 0 0 0 0 0 0 2 3 5

Others 36 1 58 14 39 26 123 38 335

Total 305 8 718 124 330 148 1,401 343 3,377

(Note) “Clinical department” may be more than one.
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Fig. II-2-46    (YA-71-C) Cause of Event and Summary of Event

Cause of event × 
Summary of event
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Action of the person involved 3,351

Neglect to check 206 7 197 54 103 48 220 69 904

Neglect to observe 32 0 69 15 121 13 489 67 806

Delayed (neglected) 
reporting

3 0 13 2 7 4 29 5 63

Inadequate 
documentation

16 0 14 3 1 4 23 7 68

In adequate 
coordination

53 4 66 15 26 22 126 37 349

Inadequate (neglected) 
explanation to patient 

23 0 43 2 16 8 263 38 393

Misjudgment 47 1 158 10 122 30 346 54 768

Human factors 1,265

Lack of knowledge 79 0 51 22 40 13 121 35 361

Deficiency of technique/
skill

16 0 122 16 47 11 102 21 335

Busy working condition 43 3 34 8 24 9 105 19 245

Under unusual physical 
condition

7 1 12 1 2 0 19 5 47

Under unusual 
psychological condition

9 1 22 3 3 5 10 9 62

Others 16 0 58 11 15 12 70 33 215

Environment/facilities and devices 1,197

Computerized system 29 2 6 2 0 7 5 9 60

Drug 48 0 8 1 0 2 9 5 73

Medical device 4 0 26 75 19 2 10 15 151

Facility 1 1 10 4 3 1 77 23 120

Other items 2 0 23 5 18 2 22 8 80

Patient side 9 0 55 2 31 12 412 62 583

Others 4 0 24 11 8 6 55 22 130

Others 1,274

Education/training 80 3 75 30 83 21 226 40 558

System 15 0 21 7 5 12 20 12 92

Inadequate rules 45 1 45 8 18 9 59 16 201

Others 27 1 153 24 23 25 86 84 423

Total 814 25 1,305 331 735 278 2,904 695 7,087

(Note) “Cause of event” may have been more than one.

2-[5] Details of Reports Made by Registered Medical Institutions (by Month of Report)
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3 Report on the Project to Collect, Analyze, and Provide 
Medical Near-Miss Event Information 

The information collected in the Project to Collect, Analyze, and Provide Medical Near-Miss Event Information 
consists of the information on the number of occurrences and medical near-miss event information. The number 
of occurrences about them is collected by all medical institutions that would like to participate in the Project 
to Collect, Analyze, and Provide Medical Near-Miss Event Information. The event information is collected by 
those that would like to report. A summary of the project as of December 31, 2011 is reported herein. 

[1] Registered Medical Institutions
(1) Number of Voluntarily Participating Medical Institutions in the Project to Collect, 

Analyze, and Provide Medical Near-Miss Event Information
The number of medical institutions participating in the Project to Collect, Analyze, and Provide Medical Near-
Miss Event Information as of December 31, 2011 is shown below. Reasons for the fluctuation in the number of 
medical institution include opening/closure and consolidation of hospitals as well as change of classification 
of the parent organization.

Fig. II-3-1     (YH-01) Number of Voluntarily Participating Medical Institutions in the Project to 
Collect, Analyze, and Provide Medical Near-Miss Event Information

Parent organization
Voluntarily participating 

medical institutions 
for the near-miss event 

reporting

Voluntarily participating 
medical institutions 

Government

National University Corporation etc. 18 28
National Hospital Organization 70 117
National Centers for Advanced and Specialized 
Medical Care 3 4

National Hansen’s Disease Sanatorium 5 12
Japan Labour Health and Welfare Organization 7 12
Other national organizations 0 0

Municipality

Prefecture 12 21
City/village 63 117
Japan Association of Municipal and Prefectural 
Municipality Colleges and Universities 4 8

Local independent administrative institutions 8 19

Parent 
organization of 
public medical 

institution 
other than 

municipality

Japan Red Cross 43 79
Saiseikai Imperial Gift Foundation 10 19
Hokkaido Social Welfare Association 0 0
National Welfare Federation of Agricultural 
Cooperatives 7 18

National Health Insurance Association Federation 0 2
All Japan Federation of Social Insurance Associations 27 46
Employees’ Pension Welfare Corporation 1 1
Japanese Crew Insurance Foundation 0 0
Health Insurance Union and their associations 0 1
Mutual Aid Associations and their associations 12 20
National Health Insurance Society 1 1

Corporation

School juridical organization 29 43
Healthcare corporation 182 348
Charitable organization 23 49
Company 2 10
Other corporation 18 35

Individual practitioner 28 41
Total 573 1,051
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(2) Changes in the Number of Registrations of Voluntarily Participating Medical 
Institutions 

The changes in the number of registrations of voluntarily participating medical institutions for the near-miss 
event reporting are shown below. 

Fig. II-3-2     (YH-02) Number of Registrations of Voluntarily Participating Medical Institutions for the 
near-miss event reporting

2011
January February March April May June July August September October November December

Number of registered 
medical institutions for 
event information

2 2 3 2 2 3 1 0 1 2 0 1

Number of rejected 
registrations 0 0 0 0 0 1 0 0 2 0 0 1

Accumulated total 560 562 565 567 569 571 572 572 571 573 573 573
Number of voluntarily 
participating medical 
institutions

4 2 3 5 5 4 2 3 3 5 0 2

Number of rejected 
registrations 0 0 0 1 0 0 0 0 1 0 0 0

Accumulated total 1,019 1,021 1,024 1,028 1,033 1,037 1,039 1,042 1,044 1,049 1,049 1,051

3 Report on the Project to Collect, Analyze, and Provide Medical Near-Miss Event Information
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[2] Information on the Number of Occurrences about Them Made by 
Voluntarily Participating Medical Institutions

(1) Information on the Number of Occurrences about Them Made by Voluntarily 
Participating Medical Institutions

The reports of the information on the number of occurrences between January 1 and December 31, 2011 are 
shown below.

Fig. II-3-3     (YNR-01) Information on the Number of Occurrences about Them Made by All Medical 
Institutions

Items

Erroneous medical procedures

Total

Not performed

Performed

Effects (if actions in question had been done)

Patients would have 
died or had serious 

conditions

Patients would have 
required intensive 

procedure/treatment

Patients would 
have required minor 

procedure/treatment or 
would not have required 
any procedure/treatment

(1) Drug 629 4,375 61,762 141,250 208,016

(2) Blood transfusion 116 173 1,706 2,353 4,348

(3) Treatment/procedure 214 1,091 7,280 21,449 30,034

(4) Medical device, etc. 167 739 5,928 11,799 18,633

(5) Drainage tube or other tube 396 2,011 18,820 80,402 101,629

(6) Examination 397 1,242 15,835 32,337 49,811

(7) Nursing care 478 2,525 42,227 100,958 146,188

(8) Others 366 2,231 27,794 38,120 68,511

Total 2,763 14,387 181,352 428,668 627,170

Re-posted
[1] Events involving name or 
dosage form of drug 136 1,035 5,086 9,362 15,619

[2] Events involving drug 319 2,367 21,926 52,781 77,393
[3] Events involving medical 
device, etc. 91 327 2,926 5,864 9,208

[4] Current theme 43 166 1,557 9,021 10,787

Number of reporting medical institutions 556

Total number of beds 217,491
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(2) Reporting Status with Information on the Number of Occurrences 
A. Reporting status with Information on the number of occurrences 

The reports on the number of occurrences about them by number of beds made by voluntarily Participating 
medical institutions between January 1 and December 31, 2011 are shown in Fig. II-3-4 to Fig. II-3-10.

Fig. II-3-4     (YNR-02) Information on the Number of Occurrences by Number of Beds (Medical 
Institutions with 0-99 Beds)

Items

Erroneous medical procedures

Total

Not performed

Performed

Effects (if actions in question had been done)

Patients would have 
died or had serious 

conditions

Patients would have 
required intensive 

procedure/treatment

Patients would 
have required minor 

procedure/treatment or 
would not have required 
any procedure/treatment

(1) Drug 1 35 1,624 1,004 2,664

(2) Blood transfusion 0 0 20 12 32

(3) Treatment/procedure 0 9 309 287 605

(4) Medical device, etc. 0 6 109 101 216

(5) Drainage tube or other tube 1 10 287 435 733

(6) Examination 0 14 403 356 773

(7) Nursing care 0 41 890 833 1,764

(8) Others 0 15 583 279 877

Total 2 130 4,225 3,307 7,664

Re-posted
[1] Events involving name or 
dosage form of drug 0 1 38 35 74

[2] Events involving drug 0 17 475 399 891
[3] Events involving medical 
device, etc. 0 3 52 65 120

[4] Current theme 0 4 58 20 82

Number of reporting medical institutions 47

Total number of beds 2,513

3 Report on the Project to Collect, Analyze, and Provide Medical Near-Miss Event Information
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Fig. II-3-5     (YNR-03) Information on the Number of Occurrences by Number of Beds (Medical 
Institutions with 100-199 Beds)

Items

Erroneous medical procedures

Total

Not performed

Performed

Effects (if actions in question had been done)

Patients would have 
died or had serious 

conditions

Patients would have 
required intensive 

procedure/treatment

Patients would 
have required minor 

procedure/treatment or 
would not have required 
any procedure/treatment

(1) Drug 26 415 3,464 4,608 8,513

(2) Blood transfusion 0 5 75 76 156

(3) Treatment/procedure 3 33 683 1,030 1,749

(4) Medical device, etc. 4 27 315 461 807

(5) Drainage tube or other tube 2 63 1,028 1,767 2,860

(6) Examination 6 39 1,272 1,638 2,955

(7) Nursing care 2 136 3,755 4,102 7,995

(8) Others 2 64 2,914 2,252 5,232

Total 45 782 13,506 15,934 30,267

Re-posted
[1] Events involving name or 
dosage form of drug 3 36 112 139 290

[2] Events involving drug 21 296 1,087 1,518 2,922
[3] Events involving medical 
device, etc. 2 14 114 187 317

[4] Current theme 0 53 112 253 418

Number of reporting medical institutions 90

Total number of beds 13,907

   

Fig. II-3-6     (YNR-04) Information on the Number of Occurrences by Number of Beds (Medical 
Institutions with 200-299 Beds)

Items

Erroneous medical procedures

Total

Not performed

Performed

Effects (if actions in question had been done)

Patients would have 
died or had serious 

conditions

Patients would have 
required intensive 

procedure/treatment

Patients would 
have required minor 

procedure/treatment or 
would not have required 
any procedure/treatment

(1) Drug 3 107 5,706 7,830 13,646

(2) Blood transfusion 4 6 99 88 197

(3) Treatment/procedure 4 49 469 1,323 1,845

(4) Medical device, etc. 4 29 596 742 1,371

(5) Drainage tube or other tube 4 43 1,187 3,798 5,032

(6) Examination 3 33 1,154 2,034 3,224

(7) Nursing care 7 145 6,286 8,400 14,838

(8) Others 2 66 2,867 2,854 5,789

Total 31 478 18,364 27,069 45,942

Re-posted
[1] Events involving name or 
dosage form of drug 0 16 139 308 463

[2] Events involving drug 1 44 1,380 2,846 4,271
[3] Events involving medical 
device, etc. 2 20 257 349 628

[4] Current theme 0 4 152 318 474

Number of reporting medical institutions 80

Total number of beds 19,671
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Fig. II-3-7     (YNR-05) Information on the Number of Occurrences by Number of Beds (Medical 
Institutions with 300-399 Beds)

Items

Erroneous medical procedures

Total

Not performed

Performed

Effects (if actions in question had been done)

Patients would have 
died or had serious 

conditions

Patients would have 
required intensive 

procedure/treatment

Patients would 
have required minor 

procedure/treatment or 
would not have required 
any procedure/treatment

(1) Drug 51 326 7,768 17,442 25,587

(2) Blood transfusion 15 13 140 199 367

(3) Treatment/procedure 15 115 863 2,744 3,737

(4) Medical device, etc. 17 72 937 1,530 2,556

(5) Drainage tube or other tube 2 64 2,034 8,671 10,771

(6) Examination 19 80 2,021 4,153 6,273

(7) Nursing care 16 166 5,171 15,027 20,380

(8) Others 69 235 3,918 5,751 9,973

Total 204 1,071 22,852 55,517 79,644

Re-posted
[1] Events involving name or 
dosage form of drug 18 52 408 1,573 2,051

[2] Events involving drug 33 168 2,265 5,511 7,977
[3] Events involving medical 
device, etc. 12 43 411 711 1,177

[4] Current theme 3 12 150 758 923

Number of reporting medical institutions 102

Total number of beds 34,110

   

Fig. II-3-8     (YNR-06) Information on the Number of Occurrences by Number of Beds (Medical 
Institutions with 400-499 Beds)

Items

Erroneous medical procedures

Total

Not performed

Performed

Effects (if actions in question had been done)

Patients would have 
died or had serious 

conditions

Patients would have 
required intensive 

procedure/treatment

Patients would 
have required minor 

procedure/treatment or 
would not have required 
any procedure/treatment

(1) Drug 53 550 10,583 21,531 32,717

(2) Blood transfusion 13 24 174 240 451

(3) Treatment/procedure 13 115 981 2,835 3,944

(4) Medical device, etc. 16 106 1,161 1,687 2,970

(5) Drainage tube or other tube 5 129 2,264 12,456 14,854

(6) Examination 11 81 2,172 4,360 6,624

(7) Nursing care 27 256 8,013 18,959 27,255

(8) Others 34 297 5,913 6,493 12,737

Total 172 1,558 31,261 68,561 101,552

Re-posted
[1] Events involving name or 
dosage form of drug 6 55 354 565 980

[2] Events involving drug 31 260 3,667 5,869 9,827
[3] Events involving medical 
device, etc. 10 55 700 738 1,503

[4] Current theme 2 14 101 766 883

Number of reporting medical institutions 80

Total number of beds 35,189

3 Report on the Project to Collect, Analyze, and Provide Medical Near-Miss Event Information
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Fig. II-3-9     (YNR-07) Information on the Number of Occurrences by Number of Beds (Medical 
Institutions with 500-599 Beds)

Items

Erroneous medical procedures

Total

Not performed

Performed

Effects (if actions in question had been done)

Patients would have 
died or had serious 

conditions

Patients would have 
required intensive 

procedure/treatment

Patients would 
have required minor 

procedure/treatment or 
would not have required 
any procedure/treatment

(1) Drug 116 549 5,834 18,253 24,752

(2) Blood transfusion 14 39 470 477 1,000

(3) Treatment/procedure 36 119 841 2,934 3,930

(4) Medical device, etc. 26 75 564 1,681 2,346

(5) Drainage tube or other tube 158 259 2,951 9,874 13,242

(6) Examination 32 80 1,619 4,334 6,065

(7) Nursing care 215 324 4,449 13,047 18,035

(8) Others 115 441 2,660 3,876 7,092

Total 712 1,886 19,388 54,476 76,462

Re-posted
[1] Events involving name or 
dosage form of drug 78 315 385 600 1,378

[2] Events involving drug 93 366 2,081 5,543 8,083
[3] Events involving medical 
device, etc. 9 40 259 529 837

[4] Current theme 23 15 272 732 1,042

Number of reporting medical institutions 52

Total number of beds 27,968

   

Fig. II-3-10    (YNR-08) Information on the Number of Occurrences by Number of Beds (Medical 
Institutions with 600 Beds or More)

Items

Erroneous medical procedures

Total

Not performed

Performed

Effects (if actions in question had been done)

Patients would have 
died or had serious 

conditions

Patients would have 
required intensive 

procedure/treatment

Patients would 
have required minor 

procedure/treatment or 
would not have required 
any procedure/treatment

(1) Drug 379 2,393 26,783 70,582 100,137

(2) Blood transfusion 70 86 728 1,261 2,145

(3) Treatment/procedure 143 651 3,134 10,296 14,224

(4) Medical device, etc. 100 424 2,246 5,597 8,367

(5) Drainage tube or other tube 224 1,443 9,069 43,401 54,137

(6) Examination 326 915 7,194 15,462 23,897

(7) Nursing care 211 1,457 13,663 40,590 55,921

(8) Others 144 1,113 8,939 16,615 26,811

Total 1,597 8,482 71,756 203,804 285,639

Re-posted
[1] Events involving name or 
dosage form of drug 31 560 3,650 6,142 10,383

[2] Events involving drug 140 1,216 10,971 31,095 43,422
[3] Events involving medical 
device, etc. 56 152 1,133 3,285 4,626

[4] Current theme 15 64 712 6,174 6,965

Number of reporting medical institutions 105

Total number of beds 84,133
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3 Report on the Project to Collect, Analyze, and Provide Medical Near-Miss Event Information

[3] Number of Reports Made by Voluntarily Participating Medical 
Institutions for Medical Near-miss Event Information

(1) Number of Monthly Reports Made by Voluntarily Participating Medical 
Institutions for Medical Near-miss Event Information

The number of monthly reports made by voluntarily participating medical institutions for the medical near-
miss event information between January 1 and December 31, 2011 is shown below.

Fig. II-3-11     (YH-03) Number of Monthly Reports Made by Voluntarily Participating Medical 
Institutions for Event Information

2011 Total
January February March April May June July August September October November December

Number of reports 
made by voluntarily 
participating medical 
institutions for 
medical near-miss 
event information

3,301 1,637 2,271 3,518 1,924 2,550 3,196 2,556 2,393 3,966 2,111 2,126 31,549

Number of voluntarily 
participating medical 
institutions for 
medical near-miss 
event information

560 562 565 567 569 571 572 572 571 573 573 573 -
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(2) Reporting Status Made by Voluntarily Participating Medical Institutions for 
Medical Near-miss Event Information

Among voluntarily participating medical institutions for the medical near-miss event information, the number 
of reporting medical institutions and the number of reports made between January 1 and December 31, 2011 
are shown in Fig. II-3-12, the tabulated numbers of reports by number of beds are shown in Fig. II-3-13, and 
those by region are shown in Fig. II-3-14. In addition, tabulated numbers of reporting medical institutions 
in the same period by number of reports are shown in Fig. II-3-15. As of December 31, 2011, the number of 
voluntarily participating medical institutions for the event information was 573, and the total number of beds 
at those institutions was 190,114. 

Fig. II-3-12     (YH-04) Number of Reporting Voluntarily Participating Medical Institutions for Medical 
Near-miss Event Information and Reports Made by the Parent Organization

Parent Organization
Number of medical 

institutions
(as of December 31, 2011)

Number of 
reporting medical 

institutions
Number of reports

Government

National University Corporation 
etc. 18 9 75

National Hospital Organization 70 14 961
National Centers for Advanced and 
Specialized Medical Care 3 1 2,164
National Hansen’s Disease 
Sanatorium 5 1 1
Japan Labour Health and Welfare 
Organization 7 1 1

Other national organizations 0 0 0

Municipality

Prefecture

87 34 9,437

City/village
Japan Association of Municipal 
and Prefectural Municipality 
Colleges and Universities
Local independent administrative 
institutions

Parent 
organization 

of public 
medical 

institution 
other than 

municipality

Japan Red Cross 43 13 3,039
Saiseikai Imperial Gift Foundation 10 4 138
Hokkaido Social Welfare Association 0 0 0
National Welfare Federation of 
Agricultural Cooperatives 7 2 53
National Health Insurance 
Association Federation 0 0 0
All Japan Federation of Social 
Insurance Associations 27 8 3,060

Employees’ Pension Welfare Corporation 1 0 0
Japanese Crew Insurance 
Foundation 0 0 0
Health Insurance Union and their 
associations 0 0 0
Mutual Aid Associations and their 
associations 12 1 41

National Health Insurance Society 1 1 7

Corporation

School juridical organization 29 13 7,149
Healthcare corporation 182 34 3,950
Charitable organization 23 5 1,032
Company 2 0 0
Other corporation 18 4 413

Individual practitioner 28 2 28
Total 573 147 31,549
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Fig. II-3-13     (YH-05) Number of Voluntarily Participating Medical Institutions for Medical 
Near-miss Event Information and Reports Made by Number of Beds

Number of beds
Number of medical 

institutions
(as of December 31, 2011)

Number of reporting 
medical institutions Number of reports

  0-19 beds 43 1 5

20-49 beds 18 3 30

50-99 beds 38 6 191

100-149 beds 42 8 503

150-199 beds 66 15 1,178

200-249 beds 40 10 493

250-299 beds 33 7 240

300-349 beds 65 15 3,435

350-399 beds 29 9 722

400-449 beds 53 13 2,963

450-499 beds 25 5 1,491

500-549 beds 27 10 2,355

550-599 beds 14 5 11

600-649 beds 18 6 4,037

650-699 beds 14 7 1,558

700-749 beds 10 3 30

750-799 beds 3 2 108

800-849 beds 8 6 5,628

850-899 beds 4 0 0

900-999 beds 11 9 1,273

1000 beds or more 12 7 5,298

Total 573 147 31,549

Fig. II-3-14     (YH-06) Number of Voluntarily Participating Medical Institutions for Medical 
Near-miss Event Information and Number of Reports by Region 

Region
Number of medical 

institutions
(as of December 31, 2011)

Number of reporting 
medical institutions Number of reports

Hokkaido 48 9 253

Tohoku 57 12 1,257

Kanto/Koshinetsu 142 42 6,430

Tokai/Hokuriku 99 24 12,416

Kinki 83 28 6,480

Chugoku/Shikoku 72 15 1,073

Kyushu/Okinawa 72 17 3,640

Total 573 147 31,549

3 Report on the Project to Collect, Analyze, and Provide Medical Near-Miss Event Information
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Fig. II-3-15     (YH-07) Number of Voluntarily Participating Medical Institutions for Medical Near-
miss Event Information by Number of Reports

Number of reports Number of reporting 
medical institutions

0 426
1 32
2 15
3 13
4 5
5 8
6 1
7 4
8 2
9 2
10 0

11-20 7
21-30 7
31-40 1

41-50 3

   51-100 11
 101-150 6
 151-200 5

200 or above 25
Total 573
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[4]  Details of Reports Made by Voluntarily Participating Medical 
Institutions for Medical Near-miss Event Information

The quarterly tabulation of reports made by voluntarily participating medical institutions for the Medical near-
miss event information between January 1 and December 31, 2011 is shown below.

Fig. II-3-16    (YH-28) Job Title of the Person Involved 

Job title of the person involved (Note)
Number of event

January to
March

April to
June

July to
September

October to
December Total

Doctor 322 413 338 357 1,430
Dentist 7 9 12 11 39
Nurse 6,444 6,941 7,414 7,258 28,057

Assistant nurse 66 87 74 47 274
Pharmacist 374 477 389 387 1,627

Clinical engineer 19 22 25 27 93
Midwife 112 113 119 154 498

Nursing assistant 23 30 33 25 111
Radiological technologist 59 65 92 80 296

Clinical technologist 110 145 154 135 544
Registered dietitian 24 24 25 21 94

Dietitian 24 25 37 60 146
Cook/kitchen staff 22 36 33 40 131

Physical therapist (PT) 25 53 29 45 152
Occupational therapist (OT) 20 16 12 16 64

Speech -language -hearing therapist (ST) 4 6 3 3 16
Medical technologist 1 0 0 0 1

Dental hygienist 0 4 2 4 10
Dental technologist 0 0 0 0 0

Others 307 363 373 355 1,398
Total 7,963 8,829 9,164 9,025 34,981

(Note) The person involved is a person determined by the medical institution to have been involved in the event occurred; more than 1 person may have been involved.

3 Report on the Project to Collect, Analyze, and Provide Medical Near-Miss Event Information
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Fig. II-3-17    (YH-29) Years of Experience of the Person Involved

Years of 
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of the 
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D
oc

to
r

D
en

tis
t

N
ur

se

A
ss

is
ta

nt
 

nu
rs

e

Ph
ar

m
ac

is
t

C
lin

ic
al

 
en

gi
ne

er

M
id

w
ife

N
ur

si
ng

 
as

si
st

an
t

R
ad

io
lo

gi
ca

l 
te

ch
no

lo
gi

st

Cl
in

ic
al

 
te

ch
no

lo
gi

st

R
eg

is
te

re
d 

di
et

iti
an

D
ie

tit
ia

n

C
oo

k/
ki

tc
he

n 
st

af
f

Ph
ys

ic
al

 
th

er
ap

is
t 

(P
T)

Oc
cu

pa
tio

na
l 

th
er

ap
ist

 (O
T)

Sp
ee

ch
 

-la
ng

ua
ge

 
-h

ea
ri

ng
 

th
er

ap
is

t 
(S

T)

M
ed

ic
al

 
te

ch
no

lo
gi

st

D
en

ta
l 

hy
gi

en
is

t

De
nt

al
 

te
ch

no
lo

gi
st

 

O
th

er
s

To
ta

l

Less than 1 year 451 12 4,717 14 191 18 95 29 27 64 12 26 27 28 10 0 0 1 0 1,042 6,764

1 year 80 7 3,540 15 148 2 53 17 13 37 9 12 6 29 7 4 0 0 0 47 4,026

2 years 74 5 2,659 13 173 4 48 10 21 30 10 21 9 12 8 4 0 1 0 34 3,136

3 years 86 2 2,514 11 102 7 49 5 14 34 12 19 2 14 7 1 0 0 0 26 2,905

4 years 53 1 2,141 2 76 9 26 4 10 15 6 10 0 15 4 3 0 1 0 30 2,406

5 years 49 0 1,647 2 83 2 30 8 11 19 7 7 3 7 6 1 0 1 0 30 1,913

6 years 53 0 1,295 3 59 1 24 4 5 15 0 9 6 2 6 0 0 0 0 25 1,507

7 years 53 0 1,187 4 54 2 30 6 1 20 2 7 2 7 5 0 0 0 0 21 1,401

8 years 49 0 985 4 72 3 10 6 9 12 0 2 8 3 0 0 0 0 0 26 1,189

9 years 38 1 783 4 50 1 17 3 9 24 0 4 1 3 1 2 0 0 0 21 962

10 years 50 1 794 25 54 3 9 2 9 10 3 11 10 7 1 0 0 0 0 17 1,006

11 years 31 3 550 10 35 2 5 3 2 5 1 3 2 1 4 0 0 0 0 11 668

12 years 23 0 484 12 35 0 14 3 4 10 1 0 7 1 0 0 0 2 0 9 605

13 years 23 0 443 9 32 2 7 2 6 7 3 1 1 1 1 0 0 0 0 4 542

14 years 23 1 406 4 20 2 13 0 5 12 1 0 0 0 1 0 0 0 0 3 491

15 years 30 2 401 5 20 17 12 0 8 10 16 0 10 0 0 0 0 2 0 3 536

16 years 43 1 291 6 21 4 1 0 8 17 3 0 1 3 1 0 0 2 0 5 407

17 years 22 0 299 0 18 2 7 0 13 17 1 2 9 2 1 0 0 0 0 3 396

18 years 15 0 263 8 21 1 11 4 11 7 0 0 0 2 0 0 0 0 0 5 348

19 years 23 0 222 3 57 1 2 1 10 13 0 0 2 3 0 0 0 0 0 2 339

20 years 31 0 316 15 24 0 6 1 12 20 2 1 4 3 0 0 0 0 0 8 443

21 years 14 0 164 4 25 0 7 0 3 1 0 1 2 1 0 0 0 0 0 2 224

22 years 27 0 218 14 20 1 3 0 10 9 0 1 2 0 1 0 0 0 0 4 310

23 years 15 0 167 6 34 0 0 0 11 14 0 1 0 1 0 0 0 0 0 4 253

24 years 14 0 118 3 10 0 0 0 6 21 0 0 1 3 0 0 0 0 0 1 177

25 years 12 1 215 13 28 0 3 1 6 8 0 1 4 1 0 0 0 0 0 4 297

26 years 11 0 165 0 5 1 4 0 9 17 0 0 1 0 0 1 0 0 0 0 214

27 years 7 0 148 10 9 0 4 0 7 10 0 0 1 0 0 0 0 0 0 1 197

28 years 2 0 91 6 17 1 1 0 5 12 0 0 0 0 0 0 0 0 0 1 136

29 years 2 0 105 5 9 0 0 0 6 7 1 0 0 0 0 0 0 0 0 2 137

30 years 10 0 234 8 35 0 4 1 3 11 1 3 2 0 0 0 0 0 0 2 314

31 years 2 0 80 3 10 0 2 0 8 3 0 1 0 1 0 0 0 0 0 2 112

32 years 2 0 93 3 29 0 1 0 3 7 0 0 2 0 0 0 1 0 0 1 142

33 years 1 0 74 5 15 0 0 0 0 7 0 0 0 0 0 0 0 0 0 1 103

34 years 1 1 46 6 4 0 0 0 3 6 0 3 2 0 0 0 0 0 0 0 72

35 years 2 1 104 6 23 0 0 0 2 3 0 0 0 1 0 0 0 0 0 0 142

36 years 1 0 64 2 2 0 0 0 2 5 1 0 0 1 0 0 0 0 0 0 78

37 years 2 0 11 2 3 2 0 0 3 2 0 0 3 0 0 0 0 0 0 1 29

38 years 1 0 12 4 1 2 0 0 1 1 0 0 1 0 0 0 0 0 0 0 23

39 years 0 0 2 2 0 3 0 0 0 0 0 0 0 0 0 0 0 0 0 0 7

40 years or longer 4 0 9 3 3 0 0 1 0 2 2 0 0 0 0 0 0 0 0 0 24

Total 1,430 39 28,057 274 1,627 93 498 111 296 544 94 146 131 152 64 16 1 10 0 1,398 34,981

(Note) The person involved is a person determined by the medical institution to have been involved in the event occurred; more than 1 person may have been involved.
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Fig. II-3-17    (YH-29) Years of Experience of the Person Involved
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Less than 1 year 451 12 4,717 14 191 18 95 29 27 64 12 26 27 28 10 0 0 1 0 1,042 6,764

1 year 80 7 3,540 15 148 2 53 17 13 37 9 12 6 29 7 4 0 0 0 47 4,026

2 years 74 5 2,659 13 173 4 48 10 21 30 10 21 9 12 8 4 0 1 0 34 3,136

3 years 86 2 2,514 11 102 7 49 5 14 34 12 19 2 14 7 1 0 0 0 26 2,905

4 years 53 1 2,141 2 76 9 26 4 10 15 6 10 0 15 4 3 0 1 0 30 2,406

5 years 49 0 1,647 2 83 2 30 8 11 19 7 7 3 7 6 1 0 1 0 30 1,913

6 years 53 0 1,295 3 59 1 24 4 5 15 0 9 6 2 6 0 0 0 0 25 1,507

7 years 53 0 1,187 4 54 2 30 6 1 20 2 7 2 7 5 0 0 0 0 21 1,401

8 years 49 0 985 4 72 3 10 6 9 12 0 2 8 3 0 0 0 0 0 26 1,189

9 years 38 1 783 4 50 1 17 3 9 24 0 4 1 3 1 2 0 0 0 21 962

10 years 50 1 794 25 54 3 9 2 9 10 3 11 10 7 1 0 0 0 0 17 1,006

11 years 31 3 550 10 35 2 5 3 2 5 1 3 2 1 4 0 0 0 0 11 668

12 years 23 0 484 12 35 0 14 3 4 10 1 0 7 1 0 0 0 2 0 9 605

13 years 23 0 443 9 32 2 7 2 6 7 3 1 1 1 1 0 0 0 0 4 542

14 years 23 1 406 4 20 2 13 0 5 12 1 0 0 0 1 0 0 0 0 3 491

15 years 30 2 401 5 20 17 12 0 8 10 16 0 10 0 0 0 0 2 0 3 536

16 years 43 1 291 6 21 4 1 0 8 17 3 0 1 3 1 0 0 2 0 5 407

17 years 22 0 299 0 18 2 7 0 13 17 1 2 9 2 1 0 0 0 0 3 396

18 years 15 0 263 8 21 1 11 4 11 7 0 0 0 2 0 0 0 0 0 5 348

19 years 23 0 222 3 57 1 2 1 10 13 0 0 2 3 0 0 0 0 0 2 339

20 years 31 0 316 15 24 0 6 1 12 20 2 1 4 3 0 0 0 0 0 8 443

21 years 14 0 164 4 25 0 7 0 3 1 0 1 2 1 0 0 0 0 0 2 224

22 years 27 0 218 14 20 1 3 0 10 9 0 1 2 0 1 0 0 0 0 4 310

23 years 15 0 167 6 34 0 0 0 11 14 0 1 0 1 0 0 0 0 0 4 253

24 years 14 0 118 3 10 0 0 0 6 21 0 0 1 3 0 0 0 0 0 1 177

25 years 12 1 215 13 28 0 3 1 6 8 0 1 4 1 0 0 0 0 0 4 297

26 years 11 0 165 0 5 1 4 0 9 17 0 0 1 0 0 1 0 0 0 0 214

27 years 7 0 148 10 9 0 4 0 7 10 0 0 1 0 0 0 0 0 0 1 197

28 years 2 0 91 6 17 1 1 0 5 12 0 0 0 0 0 0 0 0 0 1 136

29 years 2 0 105 5 9 0 0 0 6 7 1 0 0 0 0 0 0 0 0 2 137

30 years 10 0 234 8 35 0 4 1 3 11 1 3 2 0 0 0 0 0 0 2 314

31 years 2 0 80 3 10 0 2 0 8 3 0 1 0 1 0 0 0 0 0 2 112

32 years 2 0 93 3 29 0 1 0 3 7 0 0 2 0 0 0 1 0 0 1 142

33 years 1 0 74 5 15 0 0 0 0 7 0 0 0 0 0 0 0 0 0 1 103

34 years 1 1 46 6 4 0 0 0 3 6 0 3 2 0 0 0 0 0 0 0 72

35 years 2 1 104 6 23 0 0 0 2 3 0 0 0 1 0 0 0 0 0 0 142

36 years 1 0 64 2 2 0 0 0 2 5 1 0 0 1 0 0 0 0 0 0 78

37 years 2 0 11 2 3 2 0 0 3 2 0 0 3 0 0 0 0 0 0 1 29

38 years 1 0 12 4 1 2 0 0 1 1 0 0 1 0 0 0 0 0 0 0 23

39 years 0 0 2 2 0 3 0 0 0 0 0 0 0 0 0 0 0 0 0 0 7

40 years or longer 4 0 9 3 3 0 0 1 0 2 2 0 0 0 0 0 0 0 0 0 24

Total 1,430 39 28,057 274 1,627 93 498 111 296 544 94 146 131 152 64 16 1 10 0 1,398 34,981

(Note) The person involved is a person determined by the medical institution to have been involved in the event occurred; more than 1 person may have been involved.
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Fig. II-3-18     (YH-30) Number of Years Person Involved Has Been Working at the Current Department
Period that 
the Person 

Involved Has 
Been Working 
at the Current 
Department
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Less than 1 year 657 20 8,677 40 363 23 146 40 56 110 33 63 35 43 15 5 0 5 0 1,073 11,404

1 year 200 5 6,061 34 181 5 79 20 21 65 13 16 6 35 18 5 0 1 0 78 6,843

2 years 107 3 4,081 40 202 5 60 11 40 48 8 21 9 12 7 1 0 1 0 51 4,707

3 years 78 2 3,298 38 115 5 66 11 17 50 9 8 2 9 5 0 0 0 0 45 3,758

4 years 60 1 1,949 6 78 7 33 5 12 33 1 5 1 12 5 2 0 2 0 43 2,255

5 years 69 1 1,285 15 84 3 20 8 12 20 4 0 5 4 5 1 0 1 0 23 1,560

6 years 35 0 862 10 62 5 18 3 8 27 0 6 11 1 2 0 0 0 0 12 1,062

7 years 36 1 676 8 61 2 14 1 3 25 1 7 1 6 1 0 0 0 0 17 860

8 years 24 1 373 9 39 2 7 1 9 9 0 0 6 1 0 0 0 0 0 19 500

9 years 16 0 170 11 24 1 13 4 9 10 0 10 2 3 1 1 0 0 0 7 282

10 years 32 1 148 14 24 1 13 0 6 12 1 4 6 8 1 0 0 0 0 5 276

11 years 11 2 122 6 27 4 3 3 2 7 1 1 2 2 3 0 0 0 0 6 202

12 years 10 0 67 3 20 3 1 1 5 13 0 0 5 0 0 0 0 0 0 0 128

13 years 7 0 48 15 15 2 3 1 5 8 2 0 1 1 0 0 0 0 0 2 110

14 years 6 1 33 2 5 2 2 1 1 8 1 0 0 1 0 1 0 0 0 0 64

15 years 11 0 42 8 11 12 5 0 6 12 14 0 10 1 0 0 0 0 0 1 133

16 years 11 0 40 3 10 2 1 0 4 12 3 0 1 0 0 0 0 0 0 2 89

17 years 4 1 21 1 9 0 0 0 7 8 1 2 7 2 1 0 0 0 0 0 64

18 years 6 0 21 0 17 0 0 1 4 4 0 0 0 2 0 0 0 0 0 1 56

19 years 6 0 16 0 58 0 0 0 8 2 0 0 2 2 0 0 0 0 0 0 94

20 years 10 0 12 1 16 0 1 0 8 3 1 1 4 1 0 0 0 0 0 5 63

21 years 2 0 3 0 13 0 2 0 2 1 0 0 2 1 0 0 0 0 0 0 26

22 years 11 0 7 0 17 0 0 0 6 0 0 0 2 0 0 0 1 0 0 1 45

23 years 5 0 2 1 35 0 0 0 5 3 0 1 1 1 0 0 0 0 0 4 58

24 years 3 0 2 0 6 0 1 0 1 5 0 0 1 1 0 0 0 0 0 0 20

25 years 5 0 3 2 19 0 1 0 2 7 0 0 3 0 0 0 0 0 0 1 43

26 years 1 0 8 0 2 1 2 0 5 6 0 1 0 0 0 0 0 0 0 0 26

27 years 0 0 2 1 4 0 2 0 6 5 0 0 0 0 0 0 0 0 0 0 20

28 years 0 0 1 0 7 1 3 0 5 6 0 0 0 0 0 0 0 0 0 0 23

29 years 1 0 4 0 6 0 0 0 4 1 1 0 0 0 0 0 0 0 0 0 17

30 years 5 0 9 1 29 0 1 0 2 3 0 0 3 0 0 0 0 0 0 0 53

31 years 1 0 2 0 8 0 0 0 8 2 0 0 0 2 0 0 0 0 0 0 23

32 years 0 0 0 0 21 0 1 0 1 4 0 0 2 0 0 0 0 0 0 0 29

33 years 0 0 0 0 7 0 0 0 0 5 0 0 0 1 0 0 0 0 0 1 14

34 years 0 0 0 0 3 0 0 0 2 3 0 0 1 0 0 0 0 0 0 0 9

35 years 0 0 1 1 23 0 0 0 1 1 0 0 0 0 0 0 0 0 0 0 27

36 years 0 0 0 0 2 0 0 0 1 3 0 0 0 0 0 0 0 0 0 0 6

37 years 0 0 0 0 3 2 0 0 2 3 0 0 0 0 0 0 0 0 0 1 11

38 years 0 0 0 1 0 2 0 0 0 0 0 0 0 0 0 0 0 0 0 0 3

39 years 0 0 0 0 0 3 0 0 0 0 0 0 0 0 0 0 0 0 0 0 3

40 years or longer 0 0 11 3 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 15

Total 1,430 39 28,057 274 1,627 93 498 111 296 544 94 146 131 152 64 16 1 10 0 1,398 34,981

(Note) The person involved is a person determined by the medical institution to have been involved in the event occurred; more than 1 person may have been involved.
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Fig. II-3-18     (YH-30) Number of Years Person Involved Has Been Working at the Current Department
Period that 
the Person 

Involved Has 
Been Working 
at the Current 
Department
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Less than 1 year 657 20 8,677 40 363 23 146 40 56 110 33 63 35 43 15 5 0 5 0 1,073 11,404

1 year 200 5 6,061 34 181 5 79 20 21 65 13 16 6 35 18 5 0 1 0 78 6,843

2 years 107 3 4,081 40 202 5 60 11 40 48 8 21 9 12 7 1 0 1 0 51 4,707

3 years 78 2 3,298 38 115 5 66 11 17 50 9 8 2 9 5 0 0 0 0 45 3,758

4 years 60 1 1,949 6 78 7 33 5 12 33 1 5 1 12 5 2 0 2 0 43 2,255

5 years 69 1 1,285 15 84 3 20 8 12 20 4 0 5 4 5 1 0 1 0 23 1,560

6 years 35 0 862 10 62 5 18 3 8 27 0 6 11 1 2 0 0 0 0 12 1,062

7 years 36 1 676 8 61 2 14 1 3 25 1 7 1 6 1 0 0 0 0 17 860

8 years 24 1 373 9 39 2 7 1 9 9 0 0 6 1 0 0 0 0 0 19 500

9 years 16 0 170 11 24 1 13 4 9 10 0 10 2 3 1 1 0 0 0 7 282

10 years 32 1 148 14 24 1 13 0 6 12 1 4 6 8 1 0 0 0 0 5 276

11 years 11 2 122 6 27 4 3 3 2 7 1 1 2 2 3 0 0 0 0 6 202

12 years 10 0 67 3 20 3 1 1 5 13 0 0 5 0 0 0 0 0 0 0 128

13 years 7 0 48 15 15 2 3 1 5 8 2 0 1 1 0 0 0 0 0 2 110

14 years 6 1 33 2 5 2 2 1 1 8 1 0 0 1 0 1 0 0 0 0 64

15 years 11 0 42 8 11 12 5 0 6 12 14 0 10 1 0 0 0 0 0 1 133

16 years 11 0 40 3 10 2 1 0 4 12 3 0 1 0 0 0 0 0 0 2 89

17 years 4 1 21 1 9 0 0 0 7 8 1 2 7 2 1 0 0 0 0 0 64

18 years 6 0 21 0 17 0 0 1 4 4 0 0 0 2 0 0 0 0 0 1 56

19 years 6 0 16 0 58 0 0 0 8 2 0 0 2 2 0 0 0 0 0 0 94

20 years 10 0 12 1 16 0 1 0 8 3 1 1 4 1 0 0 0 0 0 5 63

21 years 2 0 3 0 13 0 2 0 2 1 0 0 2 1 0 0 0 0 0 0 26

22 years 11 0 7 0 17 0 0 0 6 0 0 0 2 0 0 0 1 0 0 1 45

23 years 5 0 2 1 35 0 0 0 5 3 0 1 1 1 0 0 0 0 0 4 58

24 years 3 0 2 0 6 0 1 0 1 5 0 0 1 1 0 0 0 0 0 0 20

25 years 5 0 3 2 19 0 1 0 2 7 0 0 3 0 0 0 0 0 0 1 43

26 years 1 0 8 0 2 1 2 0 5 6 0 1 0 0 0 0 0 0 0 0 26

27 years 0 0 2 1 4 0 2 0 6 5 0 0 0 0 0 0 0 0 0 0 20

28 years 0 0 1 0 7 1 3 0 5 6 0 0 0 0 0 0 0 0 0 0 23

29 years 1 0 4 0 6 0 0 0 4 1 1 0 0 0 0 0 0 0 0 0 17

30 years 5 0 9 1 29 0 1 0 2 3 0 0 3 0 0 0 0 0 0 0 53

31 years 1 0 2 0 8 0 0 0 8 2 0 0 0 2 0 0 0 0 0 0 23

32 years 0 0 0 0 21 0 1 0 1 4 0 0 2 0 0 0 0 0 0 0 29

33 years 0 0 0 0 7 0 0 0 0 5 0 0 0 1 0 0 0 0 0 1 14

34 years 0 0 0 0 3 0 0 0 2 3 0 0 1 0 0 0 0 0 0 0 9

35 years 0 0 1 1 23 0 0 0 1 1 0 0 0 0 0 0 0 0 0 0 27

36 years 0 0 0 0 2 0 0 0 1 3 0 0 0 0 0 0 0 0 0 0 6

37 years 0 0 0 0 3 2 0 0 2 3 0 0 0 0 0 0 0 0 0 1 11

38 years 0 0 0 1 0 2 0 0 0 0 0 0 0 0 0 0 0 0 0 0 3

39 years 0 0 0 0 0 3 0 0 0 0 0 0 0 0 0 0 0 0 0 0 3

40 years or longer 0 0 11 3 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 15

Total 1,430 39 28,057 274 1,627 93 498 111 296 544 94 146 131 152 64 16 1 10 0 1,398 34,981

(Note) The person involved is a person determined by the medical institution to have been involved in the event occurred; more than 1 person may have been involved.

3 Report on the Project to Collect, Analyze, and Provide Medical Near-Miss Event Information
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Fig. II-3-19    (YH-31) Summary of Event

Summary of event
January to

March April to June July to
September

October to
December Total

Number 
of event % Number 

of event % Number 
of event % Number 

of event % Number 
of event %

Drug 3,230 44.8 3,566 44.6 3,455 42.4 3,848 46.9 14,099 44.7

Blood transfusion 58 0.8 44 0.6 50 0.6 45 0.5 197 0.6

Treatment/procedure 349 4.8 308 3.9 330 4.1 308 3.8 1,295 4.1

Medical device, etc. 211 2.9 240 3.0 207 2.5 205 2.5 863 2.7

Drainage tube or other tube 1,025 14.2 1,160 14.5 1,306 16 1,126 13.7 4,617 14.6

Examination 444 6.2 553 6.9 569 7 553 6.7 2,119 6.7

Nursing care 1,392 19.3 1,482 18.5 1,631 20 1,604 19.6 6,109 19.4

Others 500 6.9 639 8.0 597 7.3 514 6.3 2,250 7.1

Total 7,209 100.0 7,992 100.0 8,145 100.0 8,203 100.0 31,549 100.0

Fig. II-3-20    (YH-33) Effects

Effects
January to

March April to June July to
September

October to
December Total

Number 
of event % Number 

of event % Number 
of event % Number 

of event % Number 
of event %

Patients would have died or 
had serious conditions 105 3.0 108 2.9 44 1.2 109 2.9 366 2.5

Patients would have required 
intensive procedure/
treatment

140 4.0 143 3.9 113 3.0 118 3.2 514 3.5

Patients would have required 
minor procedure/treatment or 
would not have required any 
procedure/treatment

3,266 93.0 3,438 93.2 3,653 95.9 3,497 93.9 13,854 94.0

Total 3,511 100.0 3,689 100.0 3,810 100.0 3,724 100.0 14,734 100.0
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Fig. II-3-21 (YH-36) Cause of Event

Cause of event 

January to
March

 April to 
June 

July to
September

October to
December Total

Number
of event % Number

of event % Number
of event % Number

of event % Number
of event %

Action of the person involved 9,755 58.0 10,813 58.6 11,606 57.9 11,284 57.6 43,458 58.1
Neglect to check 4,506 26.8 5,132 27.8 5,154 25.7 5,217 26.6 20,009 26.7
Neglect to observe 1,669 9.9 1,786 9.7 2,017 10.1 1,842 9.4 7,314 9.8
Delayed (neglected) reporting 192 1.1 210 1.1 247 1.2 230 1.2 879 1.2
Inadequate documentation 178 1.1 220 1.2 215 1.1 248 1.3 861 1.2
In adequate coordination 1,061 6.3 1,160 6.3 1,305 6.5 1,238 6.3 4,764 6.4
Inadequate (neglected) explanation to patient 819 4.9 896 4.9 1,070 5.3 986 5.0 3,771 5.0
Misjudgment 1,330 7.9 1,409 7.6 1,598 8.0 1,523 7.8 5,860 7.8

Human factors 3,731 22.3 4,110 22.4 4,578 22.9 4,452 22.8 16,871 22.5
Lack of knowledge 605 3.6 602 3.3 762 3.8 757 3.9 2,726 3.6
Deficiency of technique/skill 447 2.7 484 2.6 581 2.9 526 2.7 2,038 2.7
Busy working condition 1,421 8.5 1,523 8.3 1,658 8.3 1,659 8.5 6,261 8.4
Under unusual physical condition 97 0.6 103 0.6 93 0.5 97 0.5 390 0.5
Under unusual psychological condition 520 3.1 576 3.1 711 3.5 556 2.8 2,363 3.2
Others 641 3.8 822 4.5 773 3.9 857 4.4 3,093 4.1

Environment/facilities and devices 1,732 10.4 1,763 9.5 1,899 9.4 1,960 10.1 7,354 9.8
Computerized system 208 1.2 201 1.1 223 1.1 265 1.4 897 1.2
Drug 333 2.0 352 1.9 330 1.6 366 1.9 1,381 1.8
Medical device 137 0.8 153 0.8 148 0.7 167 0.9 605 0.8
Facility 129 0.8 125 0.7 163 0.8 118 0.6 535 0.7
Other items 133 0.8 99 0.5 135 0.7 132 0.7 499 0.7
Patient side 597 3.6 633 3.4 673 3.4 707 3.6 2,610 3.5
Others 195 1.2 200 1.1 227 1.1 205 1.0 827 1.1

Others 1,570 9.4 1,748 9.6 1,943 9.7 1,920 9.7 7,181 9.6
Education/training 569 3.4 673 3.7 677 3.4 730 3.7 2,649 3.5
System 137 0.8 140 0.8 168 0.8 137 0.7 582 0.8
Inadequate rules 250 1.5 290 1.6 286 1.4 284 1.4 1,110 1.5
Others 614 3.7 645 3.5 812 4.1 769 3.9 2,840 3.8

Total 16,788 100.0 18,434 100.0 20,026 100.0 19,616 100.0 74,864 100.0
(Note) “Cause of event” may have been more than one.

Fig. II-3-22    (YH-61) Summary of Events and Effects

Summary of event
 ×

 Effect

Patients would have died 
or had serious conditions

Patients would have 
required intensive 

procedure/treatment
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Drug 53 77 21 58 209 50 63 31 48 192 1,293 1,360 1,430 1,404 5,487 1,396 1,500 1,482 1,510 5,888

Blood transfusion 4 3 3 4 14 9 0 1 1 11 22 19 27 18 86 35 22 31 23 111

Treatment/procedure 12 6 2 7 27 15 11 14 3 43 138 139 158 146 581 165 156 174 156 651

Medical device, etc. 5 5 1 1 12 8 4 7 12 31 78 88 71 64 301 91 97 79 77 344

Drainage tube or other tube 7 5 7 12 31 18 26 26 25 95 391 408 392 392 1,583 416 439 425 429 1,709

Examination 3 5 3 11 22 9 6 8 4 27 259 342 342 336 1,279 271 353 353 351 1,328

Nursing care 7 4 3 3 17 23 25 16 17 81 779 742 854 813 3,188 809 771 873 833 3,286

Others 14 3 4 13 34 8 8 10 8 34 306 340 379 324 1,349 328 351 393 345 1,417

Total 105 108 44 109 366 140 143 113 118 514 3,266 3,438 3,653 3,497 13,854 3,511 3,689 3,810 3,724 14,734
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Fig. II-3-23    (YH-64) Situation and Effects

Situation × Effects

Patients would have died 
or had serious conditions
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Related to drug 5,888
Hand-written prescription 0 0 0 0 0 0 0 0 0 0 2 11 3 7 23 23
Order given for a prescription to be written 4 2 2 3 11 5 6 2 4 17 30 47 21 43 141 169
Verbal prescription 0 0 0 1 1 1 0 0 0 1 2 0 4 1 7 9
Hand-written change of prescription 0 0 0 0 0 0 0 2 0 2 3 3 1 4 11 13
Order given for a prescription to be changed 0 0 0 0 0 0 0 0 0 0 7 10 5 16 38 38
Verbal change of prescription 0 0 0 0 0 0 0 0 0 0 3 0 2 3 8 8
Prescription, others 26 27 1 27 81 0 1 1 1 3 14 26 26 25 91 175
Oral drug dispensing 5 24 4 4 37 5 6 4 5 20 130 137 112 100 479 536
Injection dispensing 8 10 2 4 24 5 10 3 5 23 70 82 74 83 309 356
Blood product dispensing 0 0 0 0 0 0 0 0 1 1 0 0 0 1 1 2
External application dispensing 0 2 1 0 3 1 0 0 0 1 6 19 17 15 57 61
Dispensing, others 2 0 0 2 4 0 2 0 1 3 11 3 0 9 23 30
Oral drug management 0 0 0 0 0 1 1 0 0 2 6 2 14 6 28 30
Injection drug management 0 0 0 1 1 0 0 1 1 2 9 13 22 9 53 56
Blood product management 0 0 0 0 0 0 0 0 0 0 0 3 1 2 6 6
External medicine management 0 0 0 0 0 0 0 0 0 0 1 1 2 4 8 8
Drug product management, others 0 0 0 0 0 0 0 0 1 1 8 7 10 5 30 31
Drug preparation 2 4 2 5 13 8 16 6 3 33 180 172 243 244 839 885
Subcutaneous/intramuscular injection 0 0 0 0 0 2 0 0 3 5 49 60 56 49 214 219
Intravenous injection 2 1 2 2 7 3 7 4 2 16 85 109 102 94 390 413
Arterial injection 0 0 0 0 0 0 0 0 0 0 4 0 3 3 10 10
Peripheral intravenous infusion 1 2 4 2 9 4 5 2 4 15 147 137 155 133 572 596
Central venous injection 0 2 0 0 2 3 2 3 2 10 55 57 51 52 215 227
Oral administration 3 3 3 7 16 8 6 3 11 28 406 390 426 433 1,655 1,699
External application 0 0 0 0 0 0 0 0 0 0 27 24 33 23 107 107
Suppository 0 0 0 0 0 1 0 0 0 1 6 5 8 3 22 23
Inhalant 0 0 0 0 0 1 0 0 0 1 6 4 4 5 19 20
Nose drop/eye drop/ ear drop 0 0 0 0 0 0 0 0 2 2 10 13 12 9 44 46
Other drug administration 0 0 0 0 0 2 1 0 2 5 16 25 23 23 87 92

Related to blood transfusion 111 
Hand-written prescription 0 1 0 0 1 0 0 0 0 0 0 0 0 0 0 1
Order given for a prescription to be written 0 0 1 0 1 0 0 0 0 0 0 0 0 0 0 1
Verbal prescription 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Hand-written change of prescription 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Order given for a prescription to be changed 0 0 0 0 0 1 0 0 0 1 0 0 0 0 0 1
Verbal change of prescription 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Prescription, others 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 1
Preparation 0 0 0 2 2 2 0 0 0 2 0 1 0 0 1 5
Practice 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 1
Transfusion examination, others 0 0 0 0 0 0 0 0 0 0 0 0 0 2 2 2
Preparation 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Practice 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Irradiation, others 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 1
Product delivery 0 0 2 0 2 0 0 0 0 0 1 1 3 2 7 9
Transfusion preparation, others 1 1 0 0 2 0 0 0 0 0 8 7 3 4 22 24
Practice 1 0 0 0 1 5 0 1 1 7 9 6 12 7 34 42
Transfusion practice, others 2 1 0 2 5 1 0 0 0 1 4 4 7 2 17 23

Related to treatment/procedure 651 
Hand-written orders 0 0 0 0 0 0 0 0 0 0 0 1 2 1 4 4
Order given for orders to be written 0 0 0 0 0 0 0 0 0 0 2 4 0 4 10 10
Verbal orders 0 0 0 0 0 1 1 0 0 2 3 2 1 1 7 9
Hand-written change of orders 0 0 0 0 0 0 0 0 0 0 2 0 0 2 4 4

(Note 1) “Severity of event” is not necessarily associated with occurrence of event or negligence.
(Note 2) “Unknown” includes indefinite outcome at the time of reporting (within 2 weeks) and events of warning that did not affect patients’ conditions in any way.
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Situation × Effects

Patients would have died 
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Order given for orders to be changed 0 0 0 0 0 0 0 0 0 0 0 0 2 3 5 5
Verbal change of order 0 0 0 0 0 0 0 0 0 0 0 0 2 0 2 2
Order, others 0 0 0 0 0 0 1 0 0 1 19 12 25 12 68 69
Management 3 2 0 1 6 2 1 2 1 6 16 11 20 20 67 79
Management, others 0 0 0 1 1 1 0 0 0 1 4 1 6 4 15 17
Preparation 4 1 1 2 8 2 3 1 0 6 16 14 12 16 58 72
Preparation, others 0 1 0 0 1 0 0 0 2 2 1 6 1 2 10 13
Conducting 4 2 1 3 10 4 3 7 0 14 60 73 70 64 267 291
Treatment/procedure, others 1 0 0 0 1 5 2 4 0 11 15 15 17 17 64 76

Related to use/management of medical device and materials 344 
Hand-written orders 0 0 0 0 0 1 0 0 0 1 0 0 0 0 0 1
Order given for orders to be written 0 0 0 0 0 0 0 0 0 0 1 1 1 0 3 3
Verbal order 0 0 0 0 0 0 0 0 0 0 0 0 1 1 2 2
Hand-written change of orders 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Order given for orders to be changed 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Verbal change of order 0 0 0 0 0 0 0 0 0 0 1 0 0 0 1 1
Order, others 4 3 0 1 8 1 0 0 1 2 6 7 9 4 26 36
Management 1 0 0 0 1 2 1 0 7 10 19 18 8 19 64 75
Preparation 0 0 1 0 1 3 1 4 3 11 19 12 15 16 62 74
While using 0 2 0 0 2 1 2 3 1 7 32 50 37 24 143 152

Related to use/management of drainage tube or other tube 1,709
Hand-written orders 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Order given for order to be written 0 0 0 0 0 0 0 0 0 0 1 0 0 0 1 1
Verbal order 0 0 0 0 0 0 1 0 0 1 0 0 0 1 1 2
Hand-written change of orders 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Order given for orders to be changed 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Verbal change of order 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Order, others 1 2 4 0 7 6 7 10 10 33 50 63 73 70 256 296
Management 1 1 0 10 12 5 5 5 4 19 101 78 78 61 318 349
Preparation 0 0 0 1 1 0 0 0 0 0 1 4 0 3 8 9
While using 5 2 3 1 11 7 13 11 11 42 238 263 241 257 999 1,052

Related to examination 1,328
Hand-written orders 0 0 0 0 0 0 0 0 0 0 0 9 3 5 17 17
Order given for orders to be written 1 0 0 1 2 0 0 0 1 1 7 14 8 16 45 48
Verbal order 0 0 0 1 1 0 0 0 0 0 6 1 3 2 12 13
Change of order by hand 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 1
Order given for orders to be changed 0 0 0 0 0 0 0 0 0 0 1 2 1 2 6 6
Verbal change of order 0 0 0 0 0 0 0 0 0 0 3 0 0 0 3 3
Order, others 1 1 0 1 3 0 0 1 0 1 41 49 54 50 194 198
Management 0 2 0 1 3 0 0 1 0 1 26 35 37 34 132 136
Preparation 1 0 0 3 4 1 2 0 1 4 40 61 55 57 213 221
While conducting 0 2 3 4 9 8 4 6 2 20 135 171 181 169 656 685

Related to nursing care 3,286
Hand-written plans or orders 0 0 0 0 0 0 0 0 0 0 0 1 4 10 15 15
Order given for plans or orders to be written 0 0 0 0 0 0 0 0 0 0 3 0 3 6 12 12
Verbal plan or order 0 0 0 0 0 0 0 0 0 0 0 2 7 0 9 9
Hand-written change of plans or orders 0 0 0 0 0 0 0 0 0 0 0 0 0 2 2 2
Order given for plans or orders to be changed 0 0 0 0 0 0 0 0 0 0 2 2 2 23 29 29
Verbal change of plans or orders 0 0 0 0 0 0 0 0 0 0 0 1 2 2 5 5
Plans/orders, others 2 1 1 0 4 3 7 4 4 18 93 98 112 127 430 452
Management 1 1 1 0 3 16 8 8 7 39 436 371 412 329 1,548 1,590
Preparation 0 0 0 0 0 2 1 0 0 3 48 36 52 34 170 173
While conducting 4 2 1 3 10 2 9 4 6 21 197 231 260 280 968 999

Others 14 3 4 13 34 8 8 10 8 34 306 340 379 324 1,349 1,417
Total 105 108 44 109 366 140 143 113 118 514 3,266 3,438 3,653 3,497 13,854 14,734
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Fig. II-3-24    (YH-65) Details of Event and Effects

Details of event × Effects
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Related to drug 5,888
Forgot to prescribe 0 0 0 1 1 1 0 0 2 3 50 56 59 62 227 231
Prescription delay 0 0 0 0 0 0 0 0 0 0 2 1 2 2 7 7
Dose error 2 2 2 3 9 2 2 0 0 4 12 21 15 19 67 80
Double prescription 0 0 0 0 0 1 0 0 0 1 3 1 4 9 17 18
Prescription of contraindicated drug 2 0 0 0 2 1 2 1 1 5 4 4 4 1 13 20
Misidentification of patient to receive the prescription 0 0 0 0 0 0 0 0 0 0 4 5 4 9 22 22
Mix-up in the prescribed drug 0 0 0 0 0 1 2 2 0 5 5 19 14 9 47 52
Wrong unit prescribed 0 0 1 0 1 0 0 0 0 0 2 1 5 1 9 10
Wrong dosing method prescribed 0 0 0 0 0 0 0 0 2 2 10 8 2 7 27 29
Prescription, others 26 27 0 28 81 1 1 0 2 4 31 39 44 38 152 237
Forgot to dispense 0 1 0 0 1 1 1 1 0 3 20 20 15 16 71 75
Prescription/prescription for injection checking error 0 4 0 0 4 2 2 1 0 5 18 15 11 10 54 63
Dispensing error in weighing 0 0 0 0 0 0 0 0 1 1 4 5 2 4 15 16
Error in dose/number 2 16 1 0 19 0 2 1 1 4 33 38 35 47 153 176
Error in packaging 1 1 0 1 3 0 1 0 0 1 8 8 9 4 29 33
Error in standard 0 2 2 3 7 0 0 0 0 0 23 26 19 29 97 104
Dispensing error in unit 0 0 0 0 0 2 0 0 0 2 5 4 2 3 14 16
Dispensing error in drug 2 7 3 5 17 1 3 1 4 9 53 58 67 51 229 255
Wrong instructions 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Misidentification of patient to be delivered the drug/product 0 0 0 0 0 0 0 0 0 0 6 3 8 3 20 20
Wrong delivery of drug/product 3 0 0 0 3 0 0 0 1 1 5 14 6 2 27 31
Delivery of expired product 0 0 0 0 0 0 0 0 0 0 0 0 3 0 3 3
Dispensing, others 3 5 1 1 10 0 7 3 1 11 33 38 27 37 135 156
Wrong description on drug bag/bottle 0 0 0 0 0 1 0 0 1 2 1 1 3 2 7 9
Foreign object mixed in 0 0 0 0 0 0 0 0 0 0 0 0 1 1 2 2
Bacterial contamination 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Expired product 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Product management, others 4 2 0 2 8 4 3 1 3 11 24 37 35 33 129 148
Overdosing preparation 0 0 0 0 0 1 2 1 0 4 13 16 13 20 62 66
Underdosing preparation 1 0 0 0 1 0 2 1 0 3 25 15 19 13 72 76
Wrong dosing time/date 0 0 1 1 2 0 1 1 0 2 23 12 20 33 88 92
Double dosing 2 0 0 0 2 0 0 0 0 0 3 2 6 10 21 23
Dosing of contraindicated drug 0 0 0 0 0 0 2 0 0 2 1 1 2 1 5 7
Dosing speed too fast 2 0 0 0 2 0 0 0 0 0 7 2 7 3 19 21
Dosing speed too slow 0 0 0 0 0 0 0 0 0 0 2 1 1 0 4 4
Patient misidentification 0 1 0 0 1 2 1 0 1 4 11 12 24 11 58 63
Drug mix-up 0 0 0 0 0 3 1 0 1 5 17 19 24 26 86 91
Wrong unit 0 0 1 1 2 1 0 1 0 2 5 0 5 11 21 25
Wrong dosing method 0 0 0 0 0 0 0 0 0 0 5 4 5 3 17 17
Neglected to dose 0 2 0 0 2 0 1 2 0 3 34 29 48 44 155 160
Wrong mixture 0 0 0 0 0 0 2 0 0 2 9 10 7 12 38 40
Dosing preparation, others 0 4 0 2 6 4 5 0 1 10 50 58 94 81 283 299
Overdose 1 2 1 2 6 3 4 2 4 13 79 81 84 91 335 354
Underdose 0 0 1 1 2 1 0 4 4 9 80 65 59 57 261 272
Wrong dosing time/date 0 0 1 0 1 1 0 1 1 3 86 91 85 84 346 350
Double dosing 0 0 0 0 0 0 0 1 1 2 18 20 20 21 79 81
Dosing of contraindicated drug 0 0 0 0 0 1 0 0 0 1 9 7 8 3 27 28
Dosing speed too fast 0 0 2 2 4 1 5 0 1 7 54 57 57 66 234 245
Dosing speed too slow 0 0 0 0 0 0 1 0 0 1 18 19 10 14 61 62
Patient misidentification 2 1 0 0 3 0 0 0 1 1 25 21 22 32 100 104
Drug mix-up 0 0 0 0 0 0 1 0 0 1 43 40 23 28 134 135
Wrong unit 0 0 1 0 1 0 0 0 1 1 6 7 7 11 31 33

(Note 1) “Severity of event” is not necessarily associated with occurrence of event or negligence.
(Note 2) “Unknown” includes indefinite outcome at the time of reporting (within 2 weeks) and events of warning that did not affect patients’ conditions in any way.
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Wrong dosing method 0 0 0 0 0 1 1 0 1 3 38 28 28 28 122 125
Neglected to dose 0 0 1 3 4 4 5 3 6 18 189 221 243 186 839 861
Dosing, others 0 0 2 2 4 9 3 3 6 21 87 100 113 116 416 441

Related to blood transfusion 111
Forgot to order 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Order delay 0 0 0 0 0 0 0 0 0 0 0 1 1 1 3 3
Wrong amount ordered 0 0 0 0 0 1 0 0 0 1 1 0 0 0 1 2
Overlapping order 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Contraindicated blood ordered 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Misidentification of patient subject to the order 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Mix-up in ordered blood 0 0 1 0 1 0 0 0 0 0 0 0 0 0 0 1
Wrong unit ordered 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Wrong dosing method ordered 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Order, others 0 1 0 0 1 0 0 0 0 0 0 0 0 1 1 2
Neglected 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 1
Sample misidentification 0 0 0 1 1 0 0 0 0 0 0 1 0 0 1 2
Wrong evaluation 0 0 0 0 0 1 0 0 0 1 0 0 0 0 0 1
Error in documentation/recording of results 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Transfusion examination, others 0 0 0 1 1 2 0 0 0 2 1 0 2 1 4 7
Neglected 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Excessive irradiation 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Insufficient irradiation 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Patient misidentification 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Product mix-up 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Irradiation, others 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Wrong description on bag 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 1
Foreign object mixed in 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Bacterial contamination 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Expired product 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Transfusion management, others 0 0 0 0 0 0 0 0 0 0 0 2 0 1 3 3
Overdosing preparation 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 1
Underdosing preparation 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Wrong dosing time/date 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Double dosing 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Dosing of contraindicated blood 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Dosing speed too fast 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Dosing speed too slow 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Patient misidentification 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Blood mix-up 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 1
Wrong unit 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Wrong dosing method 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Neglected to dose 0 0 0 0 0 0 0 0 0 0 0 1 0 0 1 1
Transfusion preparation, others 2 1 2 0 5 0 0 0 0 0 8 5 5 4 22 27
Overdose 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Underdose 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Wrong dosing time/date 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Double dosing 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Dosing of contraindicated drug 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Dosing speed too fast 0 0 0 0 0 0 0 0 0 0 1 1 3 0 5 5
Dosing speed too slow 0 0 0 0 0 0 0 0 0 0 2 0 0 0 2 2
Patient misidentification 0 0 0 0 0 0 0 0 0 0 0 0 1 1 2 2
Drug mix-up 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Wrong unit 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Wrong dosing method 0 0 0 0 0 0 0 0 0 0 1 1 0 0 2 2
Neglected to dose 0 0 0 0 0 0 0 0 0 0 0 2 0 0 2 2
Transfusion practice, others 2 1 0 2 5 5 0 1 1 7 8 5 13 7 33 45
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Details of event × Effects

Patients would have died 
or had serious conditions

Patients would have 
required intensive 

procedure/treatment

Patients would have 
required minor procedure/

treatment or would 
not have required any 
procedure/treatment Aggregate 

total
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Related to treatment/procedure 651 
Forgot to order 0 0 0 0 0 0 0 0 0 0 1 2 2 0 5 5
Order delay 0 0 0 0 0 0 0 0 0 0 1 1 0 1 3 3
Misidentification of patient subject to the order 0 0 0 0 0 0 0 0 0 0 0 0 1 2 3 3
Order for the wrong treatment/procedure 0 0 0 0 0 1 0 0 0 1 5 3 3 3 14 15
Wrong date 0 0 0 1 1 0 0 0 0 0 0 0 0 0 0 1
Wrong time 0 0 0 0 0 0 0 0 0 0 1 0 2 1 4 4
Order for treatment/procedure, others 0 0 0 0 0 0 1 0 0 1 5 4 10 5 24 25
Treatment/procedure management 2 0 0 1 3 2 1 1 1 5 12 6 17 19 54 62
Treatment/procedure management, others 1 0 0 1 2 1 0 1 0 2 9 4 10 5 28 32
Wrong medical materials 0 0 0 0 0 0 1 0 0 1 2 2 0 9 13 14
Wrong patient position 0 0 0 0 0 0 0 0 0 0 1 1 1 0 3 3
Error in sterilization/cleaning technique 1 0 0 0 1 0 1 0 0 1 2 1 2 3 8 10
Preparation for treatment/procedure, others 3 2 1 2 8 3 1 1 2 7 8 17 12 7 44 59
Patient misidentification 0 0 0 1 1 0 0 1 0 1 4 1 3 2 10 12
Wrong site treatment/procedure 1 0 0 0 1 0 0 0 0 0 0 1 2 1 4 5
Wrong method (technique) 0 0 0 0 0 1 0 2 0 3 16 21 15 10 62 65
Neglected/forgotten 0 2 0 0 2 1 1 0 0 2 15 16 18 24 73 77
Cancellation/postponement 0 0 0 0 0 0 0 0 0 0 2 1 1 3 7 7
Wrong date/time 0 0 0 0 0 0 0 0 0 0 6 4 4 0 14 14
Wrong turn 0 0 0 0 0 0 0 0 0 0 0 0 1 1 2 2
Unnecessary treatment/procedure 0 0 0 0 0 0 0 0 0 0 1 1 2 2 6 6
Aspiration 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Accidental ingestion 0 0 0 0 0 0 0 0 0 0 0 1 0 0 1 1
Retained foreign object 0 0 0 0 0 0 0 1 0 1 7 4 6 3 20 21
Wrong examination/treatment, others 1 0 0 0 1 0 0 0 0 0 3 0 1 3 7 8
Conducting treatment/procedure, others 3 2 1 1 7 6 5 7 0 18 37 48 45 42 172 197

Related to use/management of medical devices and materials 344 
Forgot to order 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Order delay 0 0 0 0 0 0 0 0 0 0 1 0 0 0 1 1
Misidentification of patient subject to the order 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Order for the wrong usage 0 0 0 0 0 0 0 0 0 0 1 1 0 0 2 2
Use of medical devices and materials, others 1 0 0 0 1 3 0 0 1 4 2 2 5 1 10 15
Poor maintenance/inspection 0 0 0 0 0 0 0 0 0 0 3 1 1 2 7 7
Forgot to maintain/inspect 0 0 0 0 0 1 0 0 0 1 0 0 1 3 4 5
Neglect in inspection/management during device operation 0 0 0 0 0 1 1 0 5 7 14 12 4 10 40 47
Breakage 1 0 0 0 1 0 0 0 0 0 2 1 1 0 4 5
Management of medical devices and materials, others 0 0 0 0 0 0 0 0 2 2 2 7 9 6 24 26
Assembly 0 0 0 0 0 0 0 0 0 0 5 7 1 5 18 18
Error in condition setup 0 0 0 0 0 2 0 0 0 2 4 1 3 2 10 12
Forgot to set up 0 0 0 0 0 0 0 0 0 0 2 0 2 0 4 4
Forgot to turn on power 0 0 0 0 0 0 0 1 0 1 3 1 3 0 7 8
Forgot to set alarm 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Error in range of alarm setup 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Forgot to reset alarm after canceling for convenience sake 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Error in sterilization/cleaning technique 0 0 0 0 0 0 0 3 1 4 0 1 1 0 2 6
Neglect in inspection/management before device operation 0 0 0 0 0 0 1 0 0 1 7 4 1 2 14 15
Breakage 0 0 0 0 0 0 0 0 1 1 0 0 1 0 1 2
Preparation of medical devices and materials, others 0 0 1 0 1 1 0 0 1 2 7 4 5 4 20 23
Inappropriate use of medical devices and materials 0 0 0 0 0 0 0 2 0 2 8 17 18 14 57 59
Malfunction 0 0 0 0 0 0 0 0 1 1 3 5 3 1 12 13
Failure 0 0 0 0 0 0 0 0 0 0 0 4 3 3 10 10
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Details of event × Effects

Patients would have died 
or had serious conditions

Patients would have 
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required minor procedure/
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Breakage 0 1 0 0 1 0 0 0 0 0 2 10 3 5 20 21
Use of medical devices and materials, others 3 4 0 1 8 0 2 1 0 3 12 10 6 6 34 45

Related to use/management of drainage tube or other tube 1,709
Forgot to order 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Order delay 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 1
Misidentification of patient subject to the order 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Wrong usage ordered 0 0 0 0 0 0 0 0 0 0 1 0 0 0 1 1
Order for use/management of drainage tube or other tube, others 0 0 0 0 0 0 1 0 0 1 2 3 1 3 9 10
Forgot to inspect 0 0 0 0 0 0 0 0 0 0 3 1 2 1 7 7
Poor inspection 0 0 0 0 0 0 0 1 0 1 1 1 0 1 3 4
Neglect in inspection/management during device operation 1 1 0 7 9 2 3 2 2 9 39 28 28 26 121 139
Breakage 0 0 0 0 0 1 0 0 0 1 5 7 1 3 16 17
Management of drainage tube or other tube 0 0 0 3 3 2 3 2 3 10 40 37 34 29 140 153
Assembly 0 0 0 1 1 0 0 0 0 0 0 2 0 0 2 3
Error in condition setup 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Forgot to set up 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1 1
Error in sterilization/cleaning technique 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 1
Neglect in inspection/management before device operation 0 0 0 0 0 0 0 0 0 0 0 1 0 0 1 1
Preparation of drainage tube or other tube, others 0 0 0 0 0 0 0 0 0 0 1 1 0 1 3 3
Infusion leakage 0 0 0 0 0 0 1 0 0 1 3 3 1 10 17 18
Self-removal 2 1 3 0 6 7 11 10 15 43 199 215 218 214 846 895
Spontaneous dislodgment 1 1 0 0 2 3 1 3 1 8 35 25 22 27 109 119
Disconnection 1 1 0 1 3 0 0 2 0 2 18 37 23 18 96 101
Neglected to connect 0 0 0 0 0 0 0 0 0 0 1 2 1 2 6 6
Blockage 0 0 0 0 0 1 2 1 2 6 10 5 8 11 34 40
Breakage/severance 0 1 0 0 1 0 2 0 0 2 12 15 14 11 52 55
Wrong connection 0 0 0 0 0 0 0 1 0 1 0 0 0 2 2 3
Error in operation of T-shaped stopcock 0 0 0 0 0 1 0 0 0 1 1 1 2 2 6 7
Route clamp error 0 0 0 0 0 1 1 0 1 3 2 1 3 3 9 12
Air bubble in tube 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 1
Malfunction 0 0 0 0 0 0 0 0 0 0 1 0 1 0 2 2
Failure 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 1
Inappropriate use of drainage tube or other tube 0 0 0 0 0 0 0 0 0 0 2 5 5 4 16 16
Use of drainage tube or other tube, others 2 0 4 0 6 0 1 4 1 6 15 18 27 20 80 92

Related to examination 1,328
Forgot to order 0 0 0 0 0 0 0 0 0 0 2 3 1 0 6 6
Order delay 0 0 0 0 0 0 0 0 0 0 0 1 1 2 4 4
Misidentification of patient subject to the order 0 0 0 0 0 0 0 0 0 0 4 10 3 4 21 21
Wrong examination ordered 0 0 0 0 0 0 0 0 0 0 5 6 3 8 22 22
Order of examination, others 1 0 0 2 3 0 0 0 1 1 16 20 22 29 87 91
Management of analysis device/equipment 0 0 0 0 0 0 0 0 0 0 3 1 3 1 8 8
Reagent management 0 0 0 0 0 0 0 0 0 0 0 1 0 2 3 3
Lost data 0 0 0 0 0 0 0 0 0 0 1 0 2 0 3 3
Calculation, entry, memorization 0 0 0 0 0 0 0 0 0 0 3 5 8 3 19 19
Examination management, others 0 2 0 1 3 0 0 1 0 1 16 31 28 22 97 101
Patient misidentification 0 0 0 1 1 0 0 0 0 0 2 8 5 8 23 24
Sample misidentification 0 0 0 0 0 0 1 0 0 1 5 8 8 11 32 33
Lost sample 0 0 0 0 0 0 0 0 0 0 0 2 4 5 11 11
Preparation of examination device/equipment 0 0 0 1 1 0 0 0 0 0 3 5 8 8 24 25
Sample breakage 0 0 0 0 0 0 0 0 0 0 1 2 0 0 3 3
Examination preparation, others 2 0 0 1 3 1 1 0 1 3 29 37 31 32 129 135
Patient misidentification 0 0 1 0 1 2 0 0 0 2 9 18 17 11 55 58

3 Report on the Project to Collect, Analyze, and Provide Medical Near-Miss Event Information



II Current Reporting Status

- 154 -

II

Details of event × Effects

Patients would have died 
or had serious conditions

Patients would have 
required intensive 

procedure/treatment

Patients would have 
required minor procedure/
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Sample misidentification 0 0 1 1 2 1 0 0 0 1 8 5 7 10 30 33
Wrong reagent 0 0 0 0 0 0 1 0 0 1 0 2 0 0 2 3
Lost sample 0 0 0 0 0 2 0 0 0 2 1 5 4 8 18 20
Wrong examination/evaluation technique 0 0 1 0 1 0 1 0 0 1 12 16 19 8 55 57
Error in sample collection 0 0 0 0 0 0 0 1 0 1 16 19 26 23 84 85
Sample breakage 0 0 0 0 0 0 0 0 0 0 5 2 1 4 12 12
Sample contamination 0 0 0 0 0 0 0 0 0 0 0 0 2 0 2 2
Wrong data 0 0 0 0 0 1 0 1 0 2 8 8 9 4 29 31
Result reporting 0 0 0 1 1 0 0 0 1 1 22 20 22 19 83 85
Examination conducting, others 0 3 0 3 6 2 2 5 1 10 88 107 108 114 417 433

Related to nursing care 3,286
Forgot to make plan or give order 0 0 0 0 0 0 0 0 0 0 0 1 1 0 2 2
Plan or order delay 0 0 0 0 0 0 0 0 0 0 0 1 3 1 5 5
Misidentification of patient subject to the plan/order 0 0 0 0 0 0 0 0 0 0 1 1 0 1 3 3
Wrong plan or order 0 0 0 0 0 0 0 0 0 0 0 1 2 2 5 5
Plan or order of nursing care, others 0 0 0 0 0 0 0 0 0 0 0 4 11 10 25 25
Restraint 0 0 0 0 0 0 0 0 0 0 3 2 5 1 11 11
Wrong meal 0 0 1 0 1 3 0 0 1 4 23 20 15 26 84 89
Rest ordered 0 0 0 0 0 0 0 0 0 0 4 11 5 4 24 24
Ordered meal prohibition 0 0 0 0 0 0 0 0 0 0 2 6 12 2 22 22
Permission for going out/staying out 0 0 0 0 0 0 0 0 0 0 4 7 7 9 27 27
Foreign object mixed in 0 0 0 0 0 0 0 0 0 0 3 5 7 14 29 29
Fall 3 0 0 1 4 13 12 10 9 44 459 419 522 479 1,879 1,927
Fall from bed 0 3 0 0 3 2 5 5 1 13 190 152 144 132 618 634
Collision 0 0 0 0 0 0 0 0 1 1 4 7 9 7 27 28
Aspiration 1 0 0 1 2 0 1 0 0 1 2 2 0 1 5 8
Accident injection 0 0 1 0 1 1 0 0 0 1 2 0 0 3 5 7
Wrong meal served 1 0 0 0 1 0 0 0 0 0 10 15 8 12 45 46
Delay 0 0 0 0 0 0 0 0 0 0 1 1 0 4 6 6
Forgot to conduct 0 0 0 0 0 0 0 0 0 0 6 8 4 10 28 28
Wrong transportation 0 0 0 0 0 0 0 0 0 0 3 0 0 0 3 3
Patient misidentification 0 0 0 0 0 0 0 0 0 0 6 8 9 10 33 33
Forgot to postpone meal 0 0 0 0 0 0 0 0 0 0 1 1 0 3 5 5
Forgot to cancel 0 0 0 0 0 0 0 0 0 0 1 2 2 3 8 8
Forgot to take/inject self medication 0 0 0 0 0 0 0 0 0 0 1 2 4 20 27 27
Forgot to infuse self medication 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Taking wrong self medication 0 0 0 0 0 0 0 0 0 0 0 0 2 7 9 9
Unnecessary nursing care 0 0 0 0 0 0 0 0 0 0 1 2 3 2 8 8
Nursing care management/preparation/conducting, others 2 1 1 1 5 4 7 1 5 17 52 64 79 50 245 267

Others 14 3 4 13 34 8 8 10 8 34 306 340 379 324 1,349 1,417
Total 105 108 44 109 366 140 143 113 118 514 3,266 3,438 3,653 3,497 13,854 14,734
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Fig. II-3-25    (YH-67) Cause of Event and Summary of Event

Cause of event ×
Summary of event

Drug Blood transfusion Treatment/ procedure Medical device, etc.
Drainage tube or other

tube
Examination Nursing care Others
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Action of the person involved 43,458

Neglect to check 2,652 3,018 2,907 3,123 11,700 35 32 32 32 131 212 181 203 170 766 164 163 143 149 619 384 438 537 445 1,804 333 385 430 411 1,559 398 496 525 542 1,961 328 419 377 345 1,469 20,009

Neglect to observe 368 403 469 513 1,753 5 4 11 5 25 62 38 58 43 201 44 45 43 32 164 518 529 654 545 2,246 27 40 40 29 136 558 599 628 587 2,372 87 128 114 88 417 7,314

Delayed (neglected) reporting 85 92 126 118 421 3 2 1 4 10 14 11 18 20 63 5 5 8 4 22 15 19 20 17 71 25 28 24 22 99 16 17 18 15 66 29 36 32 30 127 879

Inadequate documentation 105 143 138 169 555 1 1 0 1 3 16 11 12 9 48 2 1 5 4 12 2 7 4 6 19 17 19 26 21 83 11 10 5 5 31 24 28 25 33 110 861

In adequate coordination 486 535 636 618 2,275 11 16 12 8 47 72 53 48 58 231 22 25 32 28 107 127 154 169 128 578 81 93 96 106 376 150 154 158 155 617 112 130 154 137 533 4,764

Inadequate (neglected) 
explanation to patient 189 196 248 268 901 1 3 3 1 8 10 12 11 13 46 3 4 3 2 12 124 155 199 164 642 20 34 29 23 106 424 418 497 436 1,775 48 74 80 79 281 3,771

Misjudgment 373 380 458 460 1,671 9 6 9 6 30 62 45 50 51 208 16 20 20 25 81 299 366 388 354 1,407 58 59 66 61 244 426 426 505 468 1,825 87 107 102 98 394 5,860

Human factors 16,871

Lack of knowledge 326 335 462 430 1,553 6 4 7 10 27 39 28 40 50 157 25 31 45 35 136 43 54 45 62 204 52 44 55 47 198 73 60 62 79 274 41 46 46 44 177 2,726

Deficiency of technique/skill 210 198 262 252 922 4 3 3 4 14 46 50 45 41 182 19 24 31 25 99 70 95 99 76 340 23 25 37 28 113 56 63 65 64 248 19 26 39 36 120 2,038

Busy working condition 688 759 848 865 3,160 12 13 11 5 41 45 31 44 27 147 32 34 35 22 123 187 222 232 228 869 87 101 99 105 392 253 231 239 266 989 117 132 150 141 540 6,261

Under unusual physical 
condition

41 36 38 47 162 1 0 0 1 2 4 5 9 2 20 1 3 2 3 9 9 17 12 10 48 7 9 5 10 31 23 19 18 20 80 11 14 9 4 38 390

Under unusual 
psychological condition

263 275 349 295 1,182 6 8 7 6 27 22 16 24 13 75 12 7 17 12 48 52 67 91 58 268 38 56 65 48 207 50 58 67 59 234 77 89 91 65 322 2,363

Others 333 350 377 448 1,508 8 6 6 8 28 32 22 21 32 107 23 17 20 29 89 64 90 114 105 373 42 59 55 72 228 72 83 98 98 351 67 195 82 65 409 3,093

Environment/facilities and devices 7,354

Computerized system 123 109 111 167 510 1 1 3 3 8 6 7 11 7 31 3 8 5 5 21 5 9 8 5 27 19 22 34 18 93 6 8 14 9 37 45 37 37 51 170 897

Drug 305 315 303 327 1,250 1 0 0 1 2 8 13 5 6 32 0 2 2 1 5 3 4 4 5 16 4 4 3 7 18 3 6 8 10 27 9 8 5 9 31 1,381

Medical device 34 33 23 26 116 3 0 0 0 3 26 11 11 20 68 33 58 59 56 206 24 18 20 24 86 6 6 13 15 40 4 10 6 14 34 7 17 16 12 52 605

Facility 15 18 32 22 87 1 0 1 2 4 2 4 4 1 11 1 5 7 4 17 11 17 23 17 68 8 4 6 2 20 80 62 72 61 275 11 15 18 9 53 535

Other items 31 17 23 25 96 1 1 0 1 3 10 4 6 7 27 10 7 7 14 38 18 21 32 29 100 4 3 12 7 26 44 38 43 37 162 15 8 12 12 47 499

Patient side 129 123 141 204 597 0 0 0 1 1 6 5 8 10 29 1 6 4 1 12 132 140 112 124 508 6 9 11 9 35 308 341 378 341 1,368 15 9 19 17 60 2,610

Others 84 88 100 92 364 1 2 3 3 9 4 1 13 1 19 2 7 4 7 20 14 17 24 18 73 14 12 15 17 58 42 33 32 47 154 34 40 36 20 130 827

Others 7,181

Education/training 285 342 380 423 1,430 4 6 4 6 20 33 20 28 22 103 16 27 26 27 96 48 68 64 69 249 27 32 31 32 122 107 125 91 99 422 49 53 53 52 207 2,649

System 87 99 95 91 372 1 0 0 2 3 6 3 5 2 16 1 6 7 7 21 4 5 12 5 26 14 9 5 12 40 16 9 18 8 51 8 9 26 10 53 582

Inadequate rules 130 169 169 176 644 6 2 8 5 21 21 10 12 13 56 13 13 20 9 55 20 18 17 18 73 24 35 24 26 109 21 30 11 19 81 15 13 25 18 71 1,110

Others 222 226 307 279 1,034 6 0 3 8 17 29 31 41 41 142 10 15 10 18 53 64 110 103 125 402 50 63 65 54 232 103 72 108 133 416 130 128 175 111 544 2,840

Total 7,564 8,259 9,002 9,438 34,263 127 110 124 123 484 787 612 727 659 2,785 458 533 555 519 2,065 2,237 2,640 2,983 2,637 10,497 986 1,151 1,246 1,182 4,565 3,244 3,368 3,666 3,572 13,850 1,385 1,761 1,723 1,486 6,355 74,864

(Note) “Cause of event” may have been more than one.
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Fig. II-3-25    (YH-67) Cause of Event and Summary of Event

Cause of event ×
Summary of event

Drug Blood transfusion Treatment/ procedure Medical device, etc.
Drainage tube or other

tube
Examination Nursing care Others
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Action of the person involved 43,458

Neglect to check 2,652 3,018 2,907 3,123 11,700 35 32 32 32 131 212 181 203 170 766 164 163 143 149 619 384 438 537 445 1,804 333 385 430 411 1,559 398 496 525 542 1,961 328 419 377 345 1,469 20,009

Neglect to observe 368 403 469 513 1,753 5 4 11 5 25 62 38 58 43 201 44 45 43 32 164 518 529 654 545 2,246 27 40 40 29 136 558 599 628 587 2,372 87 128 114 88 417 7,314

Delayed (neglected) reporting 85 92 126 118 421 3 2 1 4 10 14 11 18 20 63 5 5 8 4 22 15 19 20 17 71 25 28 24 22 99 16 17 18 15 66 29 36 32 30 127 879

Inadequate documentation 105 143 138 169 555 1 1 0 1 3 16 11 12 9 48 2 1 5 4 12 2 7 4 6 19 17 19 26 21 83 11 10 5 5 31 24 28 25 33 110 861

In adequate coordination 486 535 636 618 2,275 11 16 12 8 47 72 53 48 58 231 22 25 32 28 107 127 154 169 128 578 81 93 96 106 376 150 154 158 155 617 112 130 154 137 533 4,764

Inadequate (neglected) 
explanation to patient 189 196 248 268 901 1 3 3 1 8 10 12 11 13 46 3 4 3 2 12 124 155 199 164 642 20 34 29 23 106 424 418 497 436 1,775 48 74 80 79 281 3,771

Misjudgment 373 380 458 460 1,671 9 6 9 6 30 62 45 50 51 208 16 20 20 25 81 299 366 388 354 1,407 58 59 66 61 244 426 426 505 468 1,825 87 107 102 98 394 5,860

Human factors 16,871

Lack of knowledge 326 335 462 430 1,553 6 4 7 10 27 39 28 40 50 157 25 31 45 35 136 43 54 45 62 204 52 44 55 47 198 73 60 62 79 274 41 46 46 44 177 2,726

Deficiency of technique/skill 210 198 262 252 922 4 3 3 4 14 46 50 45 41 182 19 24 31 25 99 70 95 99 76 340 23 25 37 28 113 56 63 65 64 248 19 26 39 36 120 2,038

Busy working condition 688 759 848 865 3,160 12 13 11 5 41 45 31 44 27 147 32 34 35 22 123 187 222 232 228 869 87 101 99 105 392 253 231 239 266 989 117 132 150 141 540 6,261

Under unusual physical 
condition

41 36 38 47 162 1 0 0 1 2 4 5 9 2 20 1 3 2 3 9 9 17 12 10 48 7 9 5 10 31 23 19 18 20 80 11 14 9 4 38 390

Under unusual 
psychological condition

263 275 349 295 1,182 6 8 7 6 27 22 16 24 13 75 12 7 17 12 48 52 67 91 58 268 38 56 65 48 207 50 58 67 59 234 77 89 91 65 322 2,363

Others 333 350 377 448 1,508 8 6 6 8 28 32 22 21 32 107 23 17 20 29 89 64 90 114 105 373 42 59 55 72 228 72 83 98 98 351 67 195 82 65 409 3,093

Environment/facilities and devices 7,354

Computerized system 123 109 111 167 510 1 1 3 3 8 6 7 11 7 31 3 8 5 5 21 5 9 8 5 27 19 22 34 18 93 6 8 14 9 37 45 37 37 51 170 897

Drug 305 315 303 327 1,250 1 0 0 1 2 8 13 5 6 32 0 2 2 1 5 3 4 4 5 16 4 4 3 7 18 3 6 8 10 27 9 8 5 9 31 1,381

Medical device 34 33 23 26 116 3 0 0 0 3 26 11 11 20 68 33 58 59 56 206 24 18 20 24 86 6 6 13 15 40 4 10 6 14 34 7 17 16 12 52 605

Facility 15 18 32 22 87 1 0 1 2 4 2 4 4 1 11 1 5 7 4 17 11 17 23 17 68 8 4 6 2 20 80 62 72 61 275 11 15 18 9 53 535

Other items 31 17 23 25 96 1 1 0 1 3 10 4 6 7 27 10 7 7 14 38 18 21 32 29 100 4 3 12 7 26 44 38 43 37 162 15 8 12 12 47 499

Patient side 129 123 141 204 597 0 0 0 1 1 6 5 8 10 29 1 6 4 1 12 132 140 112 124 508 6 9 11 9 35 308 341 378 341 1,368 15 9 19 17 60 2,610

Others 84 88 100 92 364 1 2 3 3 9 4 1 13 1 19 2 7 4 7 20 14 17 24 18 73 14 12 15 17 58 42 33 32 47 154 34 40 36 20 130 827

Others 7,181

Education/training 285 342 380 423 1,430 4 6 4 6 20 33 20 28 22 103 16 27 26 27 96 48 68 64 69 249 27 32 31 32 122 107 125 91 99 422 49 53 53 52 207 2,649

System 87 99 95 91 372 1 0 0 2 3 6 3 5 2 16 1 6 7 7 21 4 5 12 5 26 14 9 5 12 40 16 9 18 8 51 8 9 26 10 53 582

Inadequate rules 130 169 169 176 644 6 2 8 5 21 21 10 12 13 56 13 13 20 9 55 20 18 17 18 73 24 35 24 26 109 21 30 11 19 81 15 13 25 18 71 1,110

Others 222 226 307 279 1,034 6 0 3 8 17 29 31 41 41 142 10 15 10 18 53 64 110 103 125 402 50 63 65 54 232 103 72 108 133 416 130 128 175 111 544 2,840

Total 7,564 8,259 9,002 9,438 34,263 127 110 124 123 484 787 612 727 659 2,785 458 533 555 519 2,065 2,237 2,640 2,983 2,637 10,497 986 1,151 1,246 1,182 4,565 3,244 3,368 3,666 3,572 13,850 1,385 1,761 1,723 1,486 6,355 74,864

(Note) “Cause of event” may have been more than one.

3 Report on the Project to Collect, Analyze, and Provide Medical Near-Miss Event Information
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III Current Analysis of Medical Near-miss/Adverse Event 
Information

Both medical adverse event information and medical near-miss information were collected in the project 
launched in 2004. Since 2005, medical adverse event information and medical near-miss information covered 
by individual themes have been comprehensively analyzed.

1 Project Overview and Expert Division Activities
[1] Selection of Themes for Information to be Analyzed
Themes subject to analysis have been selected based on expert opinions and in light of (1) generality/
universality, (2) event frequency, (3) effect on patients, (4) preventability/avoidability, and (5) ability to serve 
as an object lesson.

[2] Information to be Analyzed
After being selected from the information provided for the project, medical adverse event information and 
medical near-miss information related to predetermined themes was selected and analyzed. Regarding medical 
near-miss information, individual Analysis Groups have determined relevant themes related to reported events 
and have been collecting descriptive information.

[3] Analysis System
Analysis Groups consisting of medical safety experts have been reviewing all reported medical adverse events 
to understand their outlines and determine the direction of analysis.

Individual Analysis Group meetings have been held to analyze events covered by individual themes. 

[4] Meetings
A list of Management Committee (a subcommittee specified in the JCQHC Act of Endowment) meetings and 
Comprehensive Evaluation Panel meetings for this project held between January 1 and December 31, 2011 is 
shown below. 
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(1) Management Committee
Two meetings of the Management Committee were held between January 1, 2011 and December 31, 2011

Fig. III-1-1    Status of Meetings of the Management Committee
Year, 

Month, Date Agenda

16th March 2, 2011

• Project to Collect Medical Near-miss/Adverse Event Information: Concerning the FY2011 Activity 
Plan (Proposal) and 2011 Budget (Proposal)

• Project to Collect and Analyze Pharmaceutical Near-miss Event Information: Concerning the FY2011 
Activity Plan (Proposal) and 2011 Budget (Proposal)

• Project to Collect Medical Near-miss/Adverse Event Information: Concerning the Number of Times 
Information was Accessed on the Website

• Project to Collect and Analyze Pharmaceutical Near-miss Event Information: Concerning the Number 
of Times Information was Accessed on the Website

• Report on Participation in the 2010 International Patient Safety Reporting System Conference in 
Taiwan

17th May 25, 2011

• Project to Collect Medical Near-miss/Adverse Event Information: Outcome for FY2010
• Project to Collect and Analyze Pharmaceutical Near-miss Event Information: Outcome for FY2010
• Project to Collect Medical Near-miss/Adverse Event Information: Achievements in the Provision of 

Medical Safety Information
• Project to Collect and Analyze Pharmaceutical Near-miss Event Information: Provision of Information 

via the Website

(2) Comprehensive Evaluation Panel
Five meetings of the Comprehensive Evaluation Panel were held between January 1, 2011 and December 31, 
2011.

Fig. III-1-2     Comprehensive Evaluation Panel Meeting
Year, 

Month, Date Agenda

33rd February 14, 
2011

• Project to Collect Medical Near-miss/Adverse Event Information: Concerning the 24th Quarterly 
Report (Draft)

• Concerning Medical Safety Information No.53, 54 and 55 (Draft)
• Concerning the Number of Times Information was Accessed on the Website

34th May 12, 2011

• Project to Collect Medical Near-miss/Adverse Event Information: Concerning the 2011 Activity Plan
• Project to Collect Medical Near-miss/Adverse Event Information: Concerning the 25th Quarterly 

Report (Draft)
• Concerning Medical Safety Information No.56 and 57 (Draft)
• Concerning Workshops Hosted by the Division of Adverse Event Prevention

35th July 13, 2011
• Project to Collect Medical Near-miss/Adverse Event Information: Concerning the 2010 Annual Report 

(Draft)
• Concerning Medical Safety Information No.58 and 59 (Draft)

36th August 16, 
2011

• Project to Collect Medical Near-miss/Adverse Event Information: Concerning the 26th Quarterly 
Report (Draft)

• Concerning Medical Safety Information No.60, 61 and 62 (Draft)

37th November 9, 
2011

• Project to Collect Medical Near-miss/Adverse Event Information: Concerning the 27th Quarterly 
Report (Draft)

• Concerning Medical Safety Information No.63, 64 and 65 (Draft)
• Outline and Outcomes of the FY2011 Workshop Hosted by the Division of Adverse Event Prevention
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[5] Expert Analysis Group Meetings 
At meetings held once or twice a month, Expert Analysis Groups consisting of medical safety experts review all reported 
medical adverse events to gain an overview of them and determine the direction of analysis.

Also once or twice a month, individual Analysis Group meetings are held to analyze events covered by individual themes. 

[6] Collection of Follow-Up Information on Medical Adverse Events 
When an Analysis Group determines that further detailed event information from the medical institution is necessary for analysis, 
it makes written inquiries to the reporting medical institution or, if the institution agrees to cooperate, visits the institution to collect 
follow-up information. The follow-up information obtained is used for the development of medical safety measures. 

In 2011, 183 requests were made to medical institutions, asking them to provide follow-up information about medical adverse 
events, such as documentation; 149 responses were received during the same year. The breakdown of these is shown in Fig. III-1-3.

Requests for follow-up information in the form of documentation mainly consist of requests for more detailed facts and 
information about background factors after the Analysis Group concerned had analyzed the content of the original report of 
the event. However, requests are also made to medical institutions in cases in which there are omissions in the information 
about the parties concerned that is to be reflected in the various tables, as well as information such as the name of the drug 
or medical device involved in an event.

Respondents are requested to take particular care when inputting information concerning the following questions.

○  There are some reports in which “Other, unknown” and/or “0 years 0 months” have been chosen for the occupation 
of the party concerned, their occupational experience, and the period for which that party has been assigned to the 
division in question, respectively. Please provide the correct information if possible (the occupation of the party 
concerned is the occupation of the person at the medical institution who mainly dealt with the event, in terms of being 
deeply involved it or discovering it, while the occupational experience and period for which the party concerned had 
been assigned to the division in question should be expressed in terms of the number of years and months).

○  There are some reports in which “99 years 0 months” and/or “0 hours” have been chosen for occupational experience, 
the period for which the party concerned has been assigned to the division in question, and working hours in the 
week immediately preceding the event, respectively. Please try to provide the correct information if possible.

○  There are some reports in which “Outline of back ground and causal factors” and “Improvement measures” have 
been described as “Unknown”. Please specify these to the best of your knowledge.

○  Please specify the name of the drug or medical device involved, as well as the name of the company that sells it.

Eight medical institutions where nine medical adverse events occurred were requested to cooperate in on-site visits, and 
they all did so. A summary of the on-site visits is shown in Fig. III-1-4.

Fig. III-1-3 Breakdown of Requests for Follow-up Information by Means of Documentation
Details of Events Requested Number of events

Events related to drugs 67
Events related to blood transfusions 0
Events related to treatment/procedure 25
Events related to medical device, etc. 30
Events related to drainage tubes or other tubes 8
Events related to examination 11
Events related to nursing care 18
Others 24

Total 183
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Fig. III-1-4    Overview of On-site Surveys

Summary of event    GE0230001

The patient, who was admitted to the otolaryngology ward, was using insulin for type 2 diabetes mellitus. Fluid infusion 
commenced following a consultation with the department of internal medicine and an order for continuous intravenous infusion 
of insulin was given in the form “Humulin R 50 units + normal saline 50mL”. The primary night nurse checked the prescription 
and the drug with the primary day shift nurse, but prepared the insulin based on the understanding that 100 units was 10mL, so 
50 units would be 5mL, and commenced administration using a syringe pump at a rate of 1mL/hour. The patient’s blood glucose 
was 321mg/dL 90 minutes later, so the flow rate was increased to 2mL/hour. After midnight, the patient showed symptoms of low 
blood glucose and his/her blood glucose was found to be 51mg/dL. Another night shift nurse checked the record and ascertained 
that 5mL of insulin (500 units) had been dispensed.

Objectives of 
the on-site visit

• Verification of the details of the event
• Level of awareness within the hospital in the event that the drug had been changed 
• Implementation status of improvement measures and problems, etc.

Attendees from 
the medical 
institution

Deputy Director, Nursing Director, Pharmaceutical Safety Management Supervisor (nurse), Safety 
Manager (pharmacist), 2 ward head nurses, clerical staff

Main findings • Misconception of insulin content → Nurse A saw that “Humulin R syringe 100 units/mL 50 units” was 
written on the prescription and, mistaking “100 units/mL” for “100 units 10mL”, calculated 50 units to be 
5mL. S/he saw the standardization of the insulin dilution method “Humulin R (U-100) 50 units normal 
saline 50mL” in the hospital manual, but interpreted this to mean that 50 units constituted 5mL.

• Inconsistency in use of manual → Nurse A was preparing continuous insulin for the first time, but did 
not refer to the standards. Moreover, when preparing the insulin, s/he did not use a dedicated syringe, but 
took up the insulin into a 50mL syringe.

• Inadequate double-check system → After preparing the insulin, Nurse A sought confirmation verbally, 
saying, “100 units is 10mL, so 5mL is 50 units, isn’t it?” Nurse B had no experience of preparing 
continuous insulin, so did not think anything amiss. Nurse C answered readily, without knowing the 
name of the medication.

• Insufficient dissemination of information when switching drugs due to a change in the insulin name → 
The Pharmaceutical Safety Management Supervisor dealt with such matters as the change in ordering 
and the provision of information to each department, but the drug name had not been updated in the 
manual for those preparing insulin. The Medical Safety Manager also failed to ensure widespread 
awareness of this information.

<Improvement measures taken at the medical institution>
• Ensuring widespread awareness of insulin content and units.
• Revising the procedure for preparing continuous insulin.
• Ensuring thorough implementation of double-checks, etc.

Major opinions 
following on-
site visit

• The procedural documents and manuals are inconsistent with those used in other departments. It would 
be advisable to revise and update them annually.

• When conducting double-checks, it is vital to be thorough in ensuring that the specific method is indicated 
in the manual, by such means as showing pictures of the order docket, the dedicated syringe and the vial.

• When providing information, such as in the event of a change in a drug or medical device, it is vital for 
staff members such as the Medical Safety Manager, the Pharmaceutical Safety Management Supervisor 
and the Medical Device Safety Management Supervisor to each gather and disseminate information.

• The content of the information provided about the change in drug labeling distributed by the pharmaceutical 
department is hard to understand. Multiple number of Medical Safety Information bulletins provide this 
information. It is perhaps necessary to devise ways of providing information that ensure that front line 
staff members understand what will change and how it will do so.

• Perhaps it would be possible to have the pharmaceutical department prepare standard preparations for 
insulin?
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Summary of event    GE0230002

The contractor was supposed to shut off the compressed air valve in the old ward, due to its relocation, but instead shut off the 
medical oxygen valve by mistake. The staff member from the medical facility who should have been with the contractor was 
not present at the time. A minute after the valve was shut off, the staff member from the medical facility asked a nurse on the 
ward “Are there any problems?” and received the response “There are no problems.” Subsequently, the medical oxygen supply 
to the ward was cut off for six minutes and the alarms sounded on equipment such as ventilators. Moreover, the SpO2 (arterial 
oxygen saturation) of two of the ten inpatients who were being supplied with this gas fell temporarily. Hearing the nurse say “The 
patients’ partial oxygen pressure is falling”, the contractor realized that the cause of the problem was the oxygen, so s/he opened 
the medical oxygen valve. As s/he did so, the alarms on the ventilators stopped. After restoring the oxygen supply, the SpO2 of 
the two patients recovered and no residual impairment was observed.

Objectives of 
the on-site visit

• Interviews concerning the details of the event and subsequent measures, etc.

Attendees from 
the medical 
institution

Director, Head of the Medical Safety Management Office (Deputy Director), Deputy Head of the Medical 
Safety Management Office, GRM (nurse), Head of the Facilities Maintenance Group, physician on 
the ward, the ward head nurse involved in this event, ward head nurse, Chief Engineer at the Medical 
Equipment Management Center (clinical engineer), 3 clerical staff

Main findings • The manual concerning construction work involving medical gas was compiled by the contractor, so 
there was no manual that clarified the actions on the part of staff members at the medical facility and the 
only stipulations were put in place in the form of a postscript to the contractor’s manual.

• Construction work involving medical gas was carried out during a holiday and the event occurred during 
the ward lunch break, so there were few staff members around.

• The various wards and other departments in the hospital were notified of the date and time of the 
construction work for relocating medical gas on the day in question, but the notice stated that the supply 
of medical gas would not be cut off.

• On the day in question, the work required to switch to temporary oxygen tanks was carried out in the 
morning. While this was taking place, a leak from one of the pipes was found, and it took time to identify 
and deal with it.

• At the first ward that was switched to temporary air tanks in the afternoon, the contractor and the staff 
member in charge of facility management checked the air valve and then switched to the temporary 
tanks, in accordance with the procedure manual.

• When this work was carried out at the second ward (the ward in question), the attention of the staff 
member in charge of facility management was focused on monitoring the gas pressure, due to the leak 
in the pipes that had occurred in the morning, so s/he was not with the contractor when the latter was 
operating the valve. Moreover, the contractor operated the valve alone and the staff member in charge of 
facility management did not carry out a final check of the closed valve.

• The old ward had been built 32 years previously, so the position of the valves was such that the air valve 
was on the left and the oxygen valve was on the right, which is the opposite of the positions stipulated in 
the current Standard Specifications for the Construction of Public Medical Facilities (FY2010 edition). 
Moreover, the pipes were not distinguished by color and the only signs were “air” written in red and 
“oxygen” written in green in small print at the top of the panel. 

• Pressure monitoring took place a little way away (in the physicians’ record archive) from the place where 
the valve was operated and monitoring focused solely on the air pressure, using the outlet.

• One minute after the oxygen valve was shut off (when it should have been the air valve), the staff member 
in charge of facility management asked the ward nurse “Are there any problems?”, but did not specify 
what kind of problems, and the nurse replied “There are no problems”, without understanding what kind 
of problems the staff member meant.

• The oxygen valve that had been shut off was also used for the oxygen supply to the adjacent general ward. 
When the staff member in charge of facility management checked that the oxygen was not being used 
on the general ward, the nurse on the general ward thought that s/he was reporting that the construction 
work had finished. Consequently, it was two days later that it was discovered that the oxygen on the ward 
had been cut off. On the general ward, there were no patients using large quantities of oxygen on the 
day of the adverse event, and there were no patients using biomonitors either, so the effect on patients is 
unclear.

• There were three people working in the Energy Center, as usual, and there was also one contractor to 
carry out construction work involving medical gas, who was permanently stationed there. Moreover, the 
procedure was to contact the Energy Center in the event of any problems on the ward.

• The Energy Center only had a normal line, so even if the telephone rang, it was hard to grasp whether it 
was an emergency or routine call. The only means of communication between the contractors carrying out 
the construction work were walkie-talkies, and when one wanted to contact the other, their counterpart 
was talking to someone else.

• Three staff members on the ward each contacted the Energy Center to inform the staff members there 
that a number of ventilator alarms were ringing. However, as several different staff members at the 
Energy Center responded to these calls separately, the information became confused and it was hard to 
ascertain where the problems had arisen.
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<Improvement measures taken at the medical institution>
• RCA was carried out in regard to this event, to analyze the root causes.
• Until now, the contractor has compiled the manual for construction work, but a simulation has been 

carried out after having a new manual compiled by the contractor and then having staff members from 
the medical facility add to it.
○ Ensure thorough adherence to process when operating medical gas valves, based on having at least two 

people present, such as the contractor and a relevant staff member from the medical facility, and checks 
conducted by means of pointing or repetition.

○ When carrying out construction work involving medical gas, monitor the pressure of all types of gas.
• The Medical Gas Safety Management Manual has been compiled and measures aimed at preventing 

adverse events have been put in place, along with an emergency contact system.
• A dedicated emergency line has been installed in the Energy Center (within a month of the event). 

Moreover, the process has been updated so that when the Energy Center is contacted, the details are 
repeated and staff share information with each other.

• Three PHS phones have been acquired, to enable those involved in construction work to contact each 
other.

• On new wards, air lines have been installed on the right and oxygen lines on the left, in accordance with 
the Standard Specifications for the Construction of Public Medical Facilities, with pipes and labels for 
air colored yellow and those for oxygen colored green; diagrams have also been affixed, indicating the 
control zone for each valve.

• The hospital intends to tell staff members about this event during the ventilator training course in which 
almost all staff members participate.

• The hospital wishes to involve the clinical engineer, who has received in-depth education relating to 
medical gas, in construction work involving medical gas.

• An awareness has developed on the wards that it is necessary to prepare for the worst in the event of 
extraordinary circumstances, such as construction work. Moreover, the confirmation of this adverse 
event and the subsequent response can also serve as a point of reference in the event of disaster, so the 
hospital intends to give consideration to the number of oxygen tanks on the premises, taking into account 
the possibility of a situation in which it is not possible to use the central oxygen supply.

• In order to enable them to play a part in team-based medical care, the hospital would like to secure the 
understanding of those involved in construction work who handle medical gas, concerning such matters 
as the status of patients who require oxygen, as well as increasing their awareness of danger.

Major opinions 
following on-
site visit

• Although the labels showing the types of gas on the medical gas valves in the old wards are small, it 
would probably have been possible to ensure that the correct medical gas valve was operated, if checks 
based on repetition by multiple people had been carried out in accordance with the procedure manual.

• The medical gas valves on the new wards have been installed in accordance with the standard 
specifications, and the pipe colors and gas labels are very easily comprehensible.

• In relation to the check for problems after shutting off the valve and the communication of information 
in the event of an emergency, it would appear to be necessary to devise methods of sharing information 
with others and ensuring that people understand what they want to ask and what they want to say, as well 
as what they have been asked and what they have been told.

• In light of the fact that there would still be residual gas in the pipes, carrying out a check on the ward 
one minute after closing the valve would seem to be a little soon, so might it not be advisable to wait a 
little longer?

• In construction work such as that related to medical gas, might it not be wise to make use of a body such 
as the Medical Gas Safety Management Committee that medical facilities are obliged to establish?
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Summary of event    GE0230003

The patient had been admitted as an emergency with a cerebral infarction and had a condition that was usually treated in another 
department, but on this occasion s/he was admitted to the ICU. After admission, the physician intended to enter “Slonnon HI 
Injection 6A (12mL) + normal saline 36mL 2mL/hr” on the ordering screen in the ICU, but mistakenly entered “Slonnon HI 
Injection 6A (12mL) + normal saline 36mL 24mL/hr”. The nurse referred to the injection order sheet and the ordering terminal 
screen at each stage from preparation to administration and began administering the infusion, with the bag being changed three 
times before the patient was transferred to the ward the following day. After the patient was transferred to the ward, the ward 
nurse looked at the order sheet and noticed how large a quantity of Slonnon had been administered (whereas 6A was usually 
administered in one day, in this case 51A had been administered in 17 hours).

Objectives of 
the on-site visit

• Verification of the details of the event
• Differences between ICU and general wards in terms of the drug order input method, etc.

Attendees from 
the medical 
institution

Deputy Head of the Medical Safety Management Office (physician), Registrar (in charge of medical 
safety), 2 risk managers (nurses), ICU chief

Main findings • At this medical institution, the layout of the injection input screen in the general wards differed from 
that in the ICU.

• The general wards used the Fujitsu ordering system, on which the infusion rate (mL/hr) was at the 
top, followed by the replacement cycle (hours), while the ICU used the Phillips PIMS, on which the 
administration time (hours) was positioned above the administration rate (mL/hr). Accordingly, the 
original order was for “Slonnon HI Injection 6A (12mL) + normal saline 36mL  total: 48mL  rate: 2mL/
hr”, but when entering it on the PIMS terminal in ICU, whereas 24 should have been entered in the 
administration time field, it was actually entered in the infusion rate field, so the incorrect order “Slonnon 
HI Injection 6A (12mL) + normal saline 36mL total: 48mL  rate: 24mL/hr” was generated.

• The ordering system on the general ward generates an alert if the maximum dose is exceeded, but the 
ICU PIMS system does not have such an alert.

• The physician who entered the injection order was a fourth-year physician, but had only returned to this 
hospital three months earlier, so was entering an order into PIMS for the first time in 11 months (the first 
time that s/he had entered an order into PIMS since returning to the hospital).

• Usually, at this hospital, orders entered by a specified time the previous day are uploaded to the 
pharmaceutical department, where they undergo auditing, but in emergencies, either the nurse prepares 
the medication using the ward stock or requests the drug using a request slip. All drug orders at night are 
made using request slips. In this situation, there is no audit by the pharmacist.

• In this particular case, it was nighttime, so Slonnon 40A was requested by means of a request slip (the 
ID, patient name, drug and number ordered is written on the request slip). The pharmacist felt that the 
request for 40A was rather a lot, but such requests were not unheard-of in clinical situations, so did not 
question it.

• There are two duty pharmacists at night, but drug audits do not take place overnight.
• On the day in question, many patients had been admitted and it was very busy, so Primary Nurse A did 

not check the order with the physician.
• When preparing the Slonnon, the nurse carried out a double-check, in accordance with the rules. Primary 

Nurse A and the nurse who carried out the double-check with him/her both had doubts about the order, 
but when they checked the order sheet, they could find no mistakes, so they carried on (the syringe was 
changed three times during that period). The following day, after the patient was transferred to the 
ward, the ward nurse looked at the order sheet and noticed how large a quantity of Slonnon had been 
administered.

• It was during a period of consecutive holidays, so patients were admitted to the ICU (SICU) rather than 
to the department that would normally admit them. The ICU nurse was using Slonnon for the first time 
in two years, so s/he had insufficient knowledge of the drug and did not notice the mistake in the order.

<Improvement measures taken at the medical institution>
• Use the newsletter to alert staff members to the difference in input screens.
• The hospital’s IT System Committee has been asked to revamp the ordering system or the PIMS screen.
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Major opinions 
following on-
site visit 

• With regard to the PIMS in the ICU, is there not a possibility that a similar event could recur unless there 
is an alert about exceeding the maximum dose?

• Rather than just carrying out a double-check on the ward when preparing a drug, it is perhaps necessary 
to strengthen the functions of the pharmacists, by such means as building a mechanism for implementing 
a pharmacist audit when requesting a drug.

• Is it not possible to devise a means of ensuring that the pharmacist can check the order when requesting 
a drug, by such means as bringing the order sheet (or order form) to the pharmacy or putting the order 
into the drug request slip format?

• Perhaps it would be possible to add “Right purpose” to the 5Rs listed in the newsletter?
• Rules have been formulated for the dilution method to be used with Slonnon, but rather than grouping 

drug orders by time, would it not be better to standardize the concentrations?
• The improvement measures include “Correct input of dosage and time in the order comments field”, but 

free text fields tend to be overlooked, so might it not be wise to reconsider this?
• The order of priorities when inputting the rate on the ICU input screen is designed on the basis of 

behavioral habits and differs according to the manufacturer, so would it not be better to standardize this 
within the hospital?
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Summary of event    GE0230004

The pharmaceutical department checked the medicines brought in at hospitalization. The patient was taking one Trerief 25mg 
tablet (an anticonvulsant) a day, and the drug that s/he was taking was listed under the name Excegran in the formulary at the 
hospital. The physician checked this and prescribed one Excegran tablet. Two weeks later, when seeking to prescribe it again, the 
physician was informed by the ward pharmacist that, “The standard Excegran tablet at this hospital is 100mg” and s/he realized 
that the patient had been administered an overdose for two weeks.

Objectives of 
the on-site visit

• Verification of the details of the event
• Confirmation of the method used to identify medicines brought in at hospitalization and the flow of 

information concerning these medications, etc.

Attendees from 
the medical 
institution

Deputy Nursing Director (in charge of medical safety), Dispensary Director, Ward Section Chief (nurse)

Main findings • Hospital overview: 226 beds, 5 wards. 7 pharmacists. Ward duties of the pharmacists: approximately 600 
cases/month, 1 pharmacist per ward (they are unable to visit the wards on weekends).

• Hospital procedure in the event that patients have medicines brought in at hospitalization that have been 
prescribed by another medical institution (from the Manual on the Handling of Medicines Brought in at 
Hospitalization):
i) The nurse shall promptly submit to the pharmaceutical department the Request for Identification of 

Medicines Brought in at Hospitalization, the actual medicines brought in at hospitalization, a copy of 
the referral letter, and the patient’s medication handbook and drug information sheets issued by his/
her health insurance pharmacy.

ii) The pharmacist shall enter the information about the medicines brought in at hospitalization on the 
List of Medicines Brought in at Hospitalization and Drug Order Sheet.

iii) Check of amount of drugs remaining: the nurse shall enter on the List of Medicines Brought in at 
Hospitalization and Drug Order Sheet the amount of drugs remaining.

iv) The attending physician shall decide whether to continue or cease the use of the medicines brought 
in at hospitalization and shall enter his/her decision accordingly on the List of Medicines Brought in at 
Hospitalization and Drug Order Sheet.

v) When writing an internal prescription for the medicines brought in at hospitalization, the attending 
physician shall prescribe the drugs after confirming the efficacy and content (standard) of each drug. 
The duty pharmacist or the nurse shall promptly check that the content of the prescription does not 
differ from the details of the medicines brought in at hospitalization.

• In this event, when the patient was admitted, the nurse took the medicines brought in at hospitalization 
from the patient, checked the number of drugs based on the prescription for oral medication written on 
the referral letter from the other hospital where the patient had been seen, filled in the hospital’s standard 
Request for Identification of Medicines Brought in at Hospitalization, and sent a request from the ward to 
the pharmaceutical department for confirmation of the medicines brought in at hospitalization.

• The pharmacist drew up the List of Medicines Brought in at Hospitalization and Drug Order Sheet after 
checking the medicines brought in at hospitalization.

• Of the medicines brought in at hospitalization, Trerief was not in the formulary at this hospital, so [×] 
was entered in the column on the List of Medicines Brought in at Hospitalization and Drug Order Sheet 
that was used to indicate whether or not that particular drug was in the hospital’s formulary, and the 
pharmacist used the Pocket Formulary to search for a drug with the same constituent (zonisamide). 
Seeing that the entry for Trerief had an arrow next to it pointing to “same: Excegran”, the pharmacist 
transcribed “same: Excegran” into the pharmacist’s comments column of the List of Medicines Brought 
in at Hospitalization and Drug Order Sheet and sent it to the ward.

• When entering the prescription based on the List of Medicines Brought in at Hospitalization and Drug 
Order Sheet, although the standard 100mg formulation of Excegran was displayed, the physician thought 
that one tablet was fine, because the list stated that the patient had been taking one Trerief tablet each day.

• As it was a Saturday when the prescription was written for the first time, drug administration guidance 
was not provided by the pharmacist. The pharmacist who had identified the medicines brought in at 
hospitalization noticed the mistake at the time of the third prescription.

<Improvement measures taken at the medical institution>
• Add the following line to the Manual on the Handling of Medicines Brought in at Hospitalization, so 

that the standard is specified: In the event that this hospital has a drug with the same constituent, ensure 
that any differences in the content (standard) of the constituent and its adaptation (potency, effect) are 
checked without fail and note the details in the remarks column.

• Consulting the relevant specialist hospital department, if required, in the event that the medicines brought 
in at hospitalization include drugs outside the staff member’s field of specialism.

• Thoroughly checking the standard when entering prescriptions.
• Ensuring that the nurse checks both the medicines brought in at hospitalization and the prescription at 

the time of the first prescription.
• Amending the manual to ensure that the pharmacist intervenes promptly if an internal prescription is 

issued for medicines brought in at hospitalization.
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Major opinions 
following on-
site visit 

• It is dangerous to use pocket formularies or the internet to identify drugs, if the patient is attending 
multiple medical facilities. Perhaps it would be possible to consider introducing a software package that 
can be used to identify drugs?

• Currently, there is no information about drugs made by the same pharmaceutical company that have the 
same constituent but are used for different complaints.

• It is perhaps necessary to include on the Request for Identification of Medicines Brought in at 
Hospitalization, which is sent from the ward to the pharmaceutical department, information such as the 
name of the complaint, whether or not the patient is receiving dialysis, and whether or not the patient has 
liver failure or renal failure.

• It is perhaps necessary to cultivate an awareness of the high risk involved, as medicines brought in 
at hospitalization are not always drugs that have been screened by the Committee on Pharmaceutical 
Affairs.

• There are limits to what nurses, pharmacists and physicians outside the relevant field of specialism can 
do when trying to deal with medicines brought in at hospitalization that are not in the drug formulary 
of their medical institution. In the event that the content of the medicines brought in at hospitalization is 
unclear, it is preferable to consult a specialist physician or obtain information from the previous medical 
institution with the assistance of the Regional Liaison Office, for example.

• The List of Medicines Brought in at Hospitalization is intended to enable physicians to determine 
whether or not it is possible to continue the medicines brought in at hospitalization, so it is important 
that physicians discuss the situation with each other in order to make decisions concerning this matter.

• It is vital to ensure that the gathering of information about medicines brought in at hospitalization 
is not rushed, and that this information is conveyed to physicians in a way that is safe and enables 
medical personnel to take responsibility for it. In the event that the content of the medicines brought in 
at hospitalization is unclear, it is not a problem if it takes a little time until the correct information can be 
obtained from the referring hospital, so perhaps the hospital could start to deal with medicines brought 
in at hospitalization based on reliable information?

• If the medicines brought in at hospitalization include some outside the physician’s field of specialism, it 
is necessary for the physician, pharmacist and nurse to deal with the situation without panicking, until 
the relevant information can be verified with a specialist.
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Summary of event    GE0230005

In order to treat the primary complaint, it was planned to inject Methotrexate 12.5mg and Hydrocortone 25mg intraspinally 
and Cylocide 73.65mg intravenously. At the preparation stage, the staff member concerned had misidentified the other drugs 
(Methotrexate and Hydrocortone), the names of which were written in the center of the drug bag and which had undergone 
aseptic dispensing the same day, as being the medications inside the drug bag, so when actually administering the intraspinal 
injection, the Cylocide that should have been administered intravenously was administered intraspinally. The fact that the 
wrong drug had been picked up was not noticed at the time of administration, and it was only discovered that the Cylocide had 
been given intraspinally when the staff member concerned subsequently sought to administer the Cylocide intravenously and 
found that the drugs that should have been administered intraspinally were still on the medication shelf. Treatment has been 
temporarily halted since this adverse event and the patient was administered Decadron 3.3mg intravenously to alleviate the 
side-effects of the Cylocide. Some symptoms have been observed, such as stronger nausea than had been experienced following 
previous intraspinal administration of drugs, but to date, the patient has not experienced any symptoms other than nausea, such 
as symptoms associated with the central nervous system, seizures or impaired consciousness.

Objectives of 
the on-site visit

• Verification of the details of the event
• Verification of the background and causal factors
• Improvement measures and their consistency, etc.

Attendees from 
the medical 
institution

Director of the Medical Safety Management Division (physician), GRM of the Medical Safety Management 
Division (head nurse), RM of the Medical Safety Management Division (assistant head nurse), pediatrician, 
pediatric ward chief & deputy charge nurse, Medical Affairs Section Chief (in charge of medical safety 
management)

Main findings • The patient had received chemotherapy in accordance with the protocol for ALL and was in complete 
remission. This event took place when the patient was receiving intensification therapy under the protocol 
and the patient had been administered MTX intraspinally and Cylocide intravenously the previous week 
based on the same protocol.

• The prescription details were entered on the electronic medical record, which was uploaded to the PC 
in the pharmaceutical department, where the pharmacist checked the finalized order on the morning of 
the day in question and made up the drug in accordance with the Procedural Manual for the Aseptic 
Preparation of Anticancer Drugs.

• The MTX and Cylocide prepared aseptically in the pharmaceutical department were each placed in 
10mL syringes and were dispensed in separate drug bags for which Anticancer Drug Aseptic Preparation 
Dockets had been printed. The details of the prescription contained in the drug bag were printed on 
the upper part of the Anticancer Drug Aseptic Preparation Docket, while the other prescriptions being 
dispensed the same day were printed on the lower part.

• A messenger took the two drug bags containing the MTX and Cylocide, and delivered them to the ward, 
where they were placed on a tray next to each other on the ward drug cart where infusions for each patient 
were stored.

• Three physicians and one nurse were involved in administering the drug intraspinally in the ward 
treatment room. One physician went to the drug cart to get the drug, but took the drug bag from the 
tray without properly checking the prescription content written on the bag. The MTX that should have 
been administered intraspinally is yellow, but the drug picked up by the physician was colorless, so the 
physician thought it was strange; however, s/he did not check it. Immediately before administration, 
when the physician actually administering the injection was drawing up the drug into a sterile syringe, s/
he felt that there was not as much of the drug in the syringe as there should have been, but did not check it.

• After returning the patient to the ward, when the physician who carried out the intraspinal injection went 
to get the Cylocide from the drug cart, in order to administer the intravenous injection, s/he noticed that 
the MTX remained on the cart and realized that what s/he had injected intraspinally was the Cylocide 
meant for intravenous injection.

• Previously, the physician had prepared the anticancer drugs on the ward, and had checked both the 
prescription content and the drug when preparing it. Two months before this event occurred, there had 
been changes in the system, with this hospital department introducing electronic medical records and the 
pharmaceutical department starting to prepare anticancer drugs, but the check procedure for anticancer 
drugs in accordance with the altered system was inadequate.

• The label on the Anticancer Drug Aseptic Preparation Docket placed on drug bags containing anticancer 
drugs also details prescriptions other than the content of the prescription in the drug bag, so it is difficult 
to ascertain where the details of the drug actually inside the drug bag are written and thus it was easy to 
confuse this with what was written on the lower part of the label.
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• Affixed to the syringe was a label with the bar code, prescription content and administration route, but 
this was removed before administration and the bar code affixed to the syringe was not checked using 
a PDA.

• The physicians and nurse who assisted with the intraspinal administration did not understand the patient’s 
treatment plan and the content of the prescription.

• As the content of the prescription written on the drug bag is not linked to the protocol, it is difficult to 
gain an overall impression of the treatment plan from the electronic medical record, even if one tries to 
check the whole treatment plan using the electronic record.

<Improvement measures taken at the medical institution>
• Change in the labeling of drug bags for anticancer drug: no change in the notation of the upper part of the 

drug bag. On the list of all prescriptions being dispensed that day, which is shown on the lower part, a red 
frame is used to outline the content of the drug bag, in order to increase its visibility.

• A time out has been introduced for all staff members involved in treatment before administering 
treatment; this has been noted in the pediatric department procedure manual for intraspinal injections.

• The pediatric department procedure manual has been amended to stipulate that after the time out, the 
patient’s ID band and drugs are to be checked using a PDA (checks of the injection drug and protocol, the 
injection drug label and the bar code on the drug bag, the injection drug and the protocol, and double-
check of the injection drug).

Major opinions 
following on-
site visit 

• The procedure manual for anticancer drugs should be included in the Standard Operating Procedure for 
the Safe Use of Drugs, and it is important to ensure widespread awareness of and thorough adherence to 
the content of this procedure manual within the hospital.

• The labeling of drug bags has been improved, but would it not be better to omit as much information as 
possible other than the actual content of the drug bag?

• The current situation in the pharmaceutical department is such that anticancer drugs are dispensed in the 
order in which preparation is completed, so all prescriptions are listed on the Anticancer Drug Aseptic 
Preparation Docket on the drug bag, in order to identify the drugs to be administered that day and the 
order in which they are to be administered. Since this event occurred, a red frame is used to outline the 
content of the drug bag on the label, in order to make it easier to identify the content.

• Time outs are a form of “border defense”. Immediately before administering a drug to a patient, it is vital 
to conduct a time out and check the bar code label and the injection drug, in order to prevent mistakes 
before the situation becomes irrevocable.

• It is difficult to see the patient’s treatment plan for a whole week on the electronic medical record, 
which makes it very hard to gain an overall impression of the patient’s treatment using the screen. In 
long courses of treatment, the reality is that, ultimately, paper-based notes are used in order to gain an 
understanding of where the treatment being received by the patient on a particular day falls in his/her 
overall course of treatment.

• Resolving the issue of how to ensure a safe environment amid the growing digitization of medical records 
is a challenge. Mistakes are likely to be repeated unless efforts are made to clarify what is being checked 
and at what stage.
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Summary of event    GE0230006

The physician was controlling the patient’s anticonvulsant medication and the pediatric neurologist advised the neonatologist 
that s/he might want to consider starting to use Mystan. Whereas the duty physician should have prescribed Mystan granules 1% 
0.2mg/kg/day (0.4mg/time), s/he entered into the computer a prescription based on an understanding that the dosage was 2mg/
kg/day (4mg/time). A senior physician carried out a double-check, but s/he did not notice the mistake and no inquiry about the 
prescription was made when the pharmacist was dispensing it or when the nurse was administering it. The mistake was noticed 
two days later, when the duty physician checked the prescription again with the pediatric neurologist. Mystan fine granules 1% 
4mg/dose, 2 doses per day were administered for two days, so the incorrect dosage was administered for four doses. There was 
no change in the patient’s condition.

Objectives of 
the on-site visit

• Verification of the facts
• Verification of the background and causal factors
• Improvement measures, etc. 

Attendees from 
the medical 
institution

Deputy Director, Head of the Medical Safety Management Office (physician), departmental directors 
(clerical staff, pharmacist), clinical department director, section chief, 2 lead nurses, pediatric ICU chief 
(physician), Nursing Director, Director of the Pharmaceutical Department, pharmaceutical department 
section chief

Main findings • At the time of the weekly neurological round, when the ward physician consulted the pediatric neurologist 
about drugs to control the patient’s convulsions, the pediatric neurologist gave the verbal advice “Why 
not start the patient on Mystan? It’s 0.2mg per kilo” but the ward physician misheard the dosage as “2mg 
per kilo”. Moreover, the ward physician did not take any notes at that time.

• Relying on his/her own memory, the ward physician issued an interim prescription for Mystan to be administered 
during his/her shift the following day, and entered “2mg/kg/day” in the comments field on the computer.

• Despite the fact that the ward physician had no experience of using the drug, s/he accepted the verbal 
order from the pediatric neurologist and neglected to check the proper dose of the drug using the package 
insert or other means.

• The ward nurse checked the order, but did not notice that ten times the proper dosage of Mystan was 
being administered.

• The comments field on the prescription stated “2mg/kg/day”, so when the duty pharmacist was 
dispensing the drug, s/he thought, “The physician must have ordered this amount” and dispensed the 
drug in accordance with the order, without submitting an inquiry about the prescription to check whether 
the dosage was appropriate. 

• When the nurse looked up the usage and dosage of Mystan, having already administered Mystan twice, 
the reference literature stated that it was “0.2mg/kg/day”, so s/he inquired with the ward physician 
about the prescription, asking “Don’t you think that the dosage of Mystan is a little high?”, but the ward 
physician replied, “It’s a little high, but that’s fine”, so the nurse was convinced that it was appropriate.

• In the NICU, orders are issued after the morning and evening rounds, but infusions are prioritized and 
oral medication is provided later, so prescriptions were entered for the night of the following day. This 
practice had become systematic in the NICU.

• The ward physician had worked a succession of long shifts, so his/her concentration was impaired.
• The pharmacist dealing with NICU was present there for about ten hours each week. Moreover, the day shift on 

the day when the prescription involved in this event was issued was the day when the pharmacist dealing with 
the NICU audited the prescriptions, so there was no audit by the pharmacist of the drugs prescribed overnight.

<Improvement measures taken at the medical institution>
• Ensuring that notes are taken of the details of any consultations during ward rounds and that these are 

entered on the written records without fail.
• A list of the drugs used on the ward (dosage conversion chart) has been compiled and displayed.
• Displaying educational posters that can serve as a clear point of reference for inquiries about prescriptions 

(reading aloud doses, content and administration methods that have been the source of doubts, pointing 
at the worksheet together and checking with each other).

• Displaying educational posters to enable staff members to search for information about drugs that they 
are using for the first time or are unaccustomed to using, before actually using them.

• Enhancing the ward orientation for rotating residents and ward physicians.
• Having the pharmaceutical department label pediatric medication dosages on powdered medication 

bottles for anticonvulsants and ensuring that these are checked without fail when dispensing such drugs.
• Increasing the ward presence of the pharmacist dealing with the ward from 10 to 15 hours per week and 

enhancing the prescription auditing process.
• Computer system improvements (amending the system so that when a physician orders a prescription, 

the proper dosage is calculated based on the patient’s weight and an alert is displayed if the prescription 
deviates from the set amount).
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Major opinions 
following on-
site visit 

• The duty pharmacist stated that, “I thought the physician must have ordered this amount”, but surely it 
is a fundamental rule that the package inserts are checked when using drugs that are used infrequently?

• Would it not be possible to detect mistakes if the number of people carrying out audits in the dispensing 
procedure were increased to three? Would it not be better to incorporate into the system those things that 
can be incorporated into it?

• Should records not be made if there is a change to the course of treatment during the ward rounds? 
Moreover, it is even more vital to make notes and update records when one is busy. Is it really appropriate 
to issue prescriptions for the night of the following day based on order changes made during ward rounds?

• Would it not be better to make records of the details of prescription audits?
• The nurse made an inquiry about the prescription, asking the attending physician “Don’t you think that 

the dosage is a little high?” but this kind of phrasing does not adequately communicate the fact that the 
staff member concerned has doubts. One wonders whether the message would have been conveyed if 
the nurse had said “When I checked, it said ‘0.2mg/kg/day’, so don’t you think the dosage is too high?”

• There is little involvement by the pharmacists. Perhaps the hospital could consider allocating a ward 
pharmacist to the NICU?
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Summary of event    GE0230007

The patient was admitted for one night and two days for chemotherapy (Xelox). After being administered Elplat, the patient 
received a discharge prescription for Xeloda tablets, 6 tablets per dose, to be taken in the morning, at lunchtime and in the evening 
(14 days’ supply). The ward pharmacist was off work, so the nurse explained the discharge medications. In doing so, the nurse 
provided a general reminder that the course would be completed once the patient had taken the 14 days’ supply of Xeloda. After 
discharge, the patient continued to take the Xeloda prescribed at discharge at home for 14 days. The patient forgot that there 
would be a seven-day drug holiday after that and thought that s/he did not have enough medication, so before the 14-day supply 
of tablets ran out, s/he sought an outpatient consultation without an appointment and requested an additional prescription, writing 
“insufficient medication” on the medical history form. The nurse passed the patient’s record to the general surgical outpatients 
department (department of diagnostic medicine). At the outpatient section, a general surgical outpatient physician other than 
the attending physician examined the patient and, as the patient said “I don’t have enough medication”, the physician drew up 
an additional prescription for a week’s supply of tablets. The patient took the external prescription to an external pharmacy. 
When the attending physician checked the patient’s record on the 18th day after the patient began taking Xeloda, s/he noticed 
the additional prescription and telephoned the patient to tell him/her to stop taking the medication. The patient had an outpatient 
consultation three days later and blood test results showed that s/he had symptoms including a reduced leukocyte and neutrophil 
count, prolonged coagulation, hyperbilirubinemia, mouth ulcers and lightheadedness, so s/he was admitted as an emergency. The 
patient’s condition subsequently stabilized.

Objectives of 
the on-site visit

• Verification of the facts
• Verification of the background and causal factors
• Improvement measures, etc.

Attendees from 
the medical 
institution

Deputy Director, Head of the Medical Safety Management Office (physician), departmental directors 
(clerical staff, pharmacist), clinical department director, section chief, 2 lead nurses, pediatric ICU chief 
(physician), Nursing Director, Director of the Pharmaceutical Department, pharmaceutical department 
section chief, 2 surgeons, Director of the Chemotherapy Center, 1 nursing department director, 2 ward 
seniors, 1 lead nurse

Main findings • Discharge guidance was usually provided to the patient by the ward pharmacist using the oral medications 
checklist, but the ward pharmacist was absent in this particular case, so a substitute pharmacist was 
asked to handle it. However, the substitute pharmacist explained only the general side-effects, while the 
ward nurse explained how to take the oral medication.

• At the previous outpatient consultation, the attending physician had given the patient a booklet produced 
by the pharmaceutical company, to record the period for which the anticancer drug should be taken, and 
explained that the oral administration period should be recorded in the booklet, but the patient found 
it troublesome to record the details and stopped filling it in (no decision had been made regarding who 
should fill in the dates and other details).

• The ward nurse did not know that the pharmacist drew up an oral medications checklist.
• When the patient was examined without an appointment, s/he wrote “insufficient medication” on the 

medical history form and the nurse passed the patient to the general surgical outpatients department.
• The patient was only admitted for two days for this particular treatment cycle, but there was no subsequent 

check, such as at the outpatient clinic, concerning whether or not s/he was taking the anticancer drug and 
other medications properly.

• The physician in the general surgical outpatients department who drew up the additional prescription for 
the anticancer drug did not check the hospital’s regimen before providing the additional prescription for 
Xeloda. Electronic medical records have not yet been introduced and the regimen and ordering system 
have not been synchronized at this stage.

• As well as protocol A and protocol B for the oral administration of Xeloda, there is also a method that 
involves taking it continuously for three weeks, so when the patient received the additional prescription, 
it was difficult for the external pharmacy to judge whether or not there was a mistake in the content of 
the prescription, because it was not possible to refer to the protocol.

• Medical staff could not tell that the patient had forgotten about the drug holiday.
• External prescription rate: 86.7%; number of prescriptions issued each day: 150-160; number of 

pharmacists: 47; number of beds: approximately 1,000; number of times drug administration guidance 
is provided: 800 times per month.

<Improvement measures taken at the medical institution>
• Using a drug administration schedule with pictures of the drugs when providing drug administration 

guidance to patients, to make it easier to understand. Providing guidance in the presence of a family 
member of the patient, whenever possible.

• When providing discharge guidance for patients, the ward pharmacist or nurse now uses an oral 
medications checklist to explain the drugs.
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• Changing the medical history form completed by patients when seeking an outpatient consultation, 
to enable them to specify the purpose of the consultation in greater detail. Specifying the attending 
physician on the medical history form so that the nurse can ascertain which physician should be asked 
to see the patient.

• Developing a mechanism that makes it simple to enter free text concerning such matters as the drug 
administration period when drawing up a prescription.

• Introducing a system for checking with the attending physician when prescribing anticancer drugs.
• Ensuring that the ward pharmacist uses an oral medications checklist to provide drug administration 

guidance to the patient and his/her family upon discharge. If the ward pharmacist is absent, a substitute 
pharmacist or nurse shall be asked to do this.

• Introducing a system within the hospital for highlighting drugs for which a drug holiday is indicated 
by placing the character meaning “holiday” in front of the name of the drug on the prescription, and 
confirming the duration of the drug holiday when dispensing the prescription.

• The pharmaceutical department has instructed external pharmacies to thoroughly check the drug holiday 
period in the case of anticancer drugs.

• All physicians have been instructed to enter comments concerning the administration period on 
prescription orders, without fail.

• There are several types of protocol for Xeloda and it is difficult to gain an understanding of all of them. 
The hospital has established the principle that prescriptions for outpatients are to be drawn up by the 
attending physician, and that if s/he is absent, this should be done by another physician on the team.

• In relation to oral medications with a drug holiday, which are subject to fewer checks than injection drugs, 
one would like the hospital management to develop a process for conducting checks, with reference to 
this event, and also to devote their energies to educating staff members about this issue. Moreover, one 
would like the hospital to provide information about this to external pharmacies as well.

• Although the patient was only admitted for two days, no outpatient checks were carried out thereafter, 
concerning such matters as whether s/he was taking the oral medication properly. Moreover, there is 
also the question of who should do this and whether it can actually be done. One would like the hospital 
management to give consideration to this matter.

• The hospital has adopted the process of using a drug explanation form and booklet to explain matters 
relating to drugs to patients. Moreover, the hospital is considering explaining the protocol to the patient 
in detail from the outset when obtaining the treatment consent form, ensuring that the patient is provided 
with a printed schedule.

Major opinions 
following on-
site visit 

• Should the physician who issued the additional prescription not have checked the regimen? Moreover, in 
regard to the audit by the external pharmacy, the prescription did not specify the name of the condition or 
the regimen, so there were limits to what the audit could achieve. Should the regimen for high-risk drugs 
not be checked, by such means as a prescription audit within the hospital?

• The procedure is that anticancer drugs are not to be prescribed by anyone other than the attending 
physician, but if there is a possibility of someone other than the attending physician prescribing them, 
the ultimate solution would be for the prescribing physician to check the regimen.

• Perhaps the number of ward pharmacists that are deployed? Although there are ward pharmacists, there 
are times when they merely check the prescription and others when they are more deeply involved, also 
attending meetings. There is a possibility of recurrence without better-defined roles are decided in more 
specific terms, such as making firm decisions on who does what and having the relevant person sign to 
confirm that they have checked what they need to.

• The hospital is probably rather cautious about increasing the number of pharmacists, as they are not 
included in calculations of medical fees at present, but many medical institutions are now increasing the 
number of pharmacists on their staff. From the perspective of risk management, it is better to increase 
the number of pharmacists and deploy them effectively.

• The oral medications checklist is an A4 document, but might it not be wise to devise a way to make it 
more user-friendly for patients, by making it more portable?

• It is probably also important to devise ways to increase patient participation, such as providing them with 
a copy of the treatment plan.
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Summary of event    GE0230008

The patient was already under the care of the nephrology department due to rheumatoid arthritis; s/he underwent examination 
there and the attending physician ordered a prescription for Methotrexate (2). In doing so, the physician wrote “MTX(2) 3 tab 
(2-0-1/week)” on the record. Based on this order, the neurosurgeon assumed that this was Methotrexate (2.5) and issued filler 
prescriptions for four days’ supply of three tablets (2-0-1) from the morning two days later and for three days’ supply from the 
morning of July 12. The patient was administered the drug continuously for a total of seven days. Blood sample data showed 
pancytopenia, so administration of Methotrexate (2.5) was ceased; a blood transfusion was carried out and G-CSF preparation 
administered, but the patient’s pneumonia deteriorated and s/he had to be treated in the ICU. It should be noted that, while 
the different types of Methotrexate preparation are distinguished in English on the basis of the active ingredient content, in 
Japanese they are distinguished by the similar but slightly different names Metotorekisaato and Mesotorekiseeto; the former 
is Methotrexate (2mg), while the latter is Methotrexate (2.5mg). In Japan, the preparation used as an antirheumatic is called 
Metotorekisa-to, while the preparation used as an antineoplastic is called Mesotorekise-to.

Objectives of 
the on-site visit

• Verification of the details of the event
• Verification of the background and causal factors
• Improvement measures, etc.

Attendees from 
the medical 
institution

Deputy Director (in charge of medical safety management), Deputy Director of the Pharmaceutical 
Department, person in charge of pharmaceutical safety management (pharmacist), Director of 
Neurosurgery, Pharmaceutical Safety Management Supervisor (head nurse), neurosurgery ward nurse, 
clerical staff

Main findings • The nephrologist was a physician who only dealt with outpatients once a week.
• The nephrologist wrote an order for the administration of Methotrexate (2) to treat the patient’s rheumatoid 

arthritis, hand-writing “MTX(2) 3 tab (2-0-1)/week”, and asked the neurosurgeon to draw up the actual 
prescription. The intention of the prescription was that the patient would take 2 Methotrexate (2) tablets 
in the morning, 0 at lunchtime and 1 in the evening, and that this regimen would be administered once 
a week.

• In the neurosurgery department, the neurosurgeon (attending physician) saw that the nephrologist had 
written “MTX” on the record and prescribed Methotrexate. In the neurosurgery department, MTX was 
usually understood to mean a prescription for Methotrexate (2.5).

• The neurosurgeon entered “mesotore” (the first four syllables of the Japanese name  for Methotrexate 
(2.5)) on the prescription input screen and selected Methotrexate 2.5mg.

• The nephrology department’s order notation “MTX(2) 3 tab (2-0-1)” is hardly ever used in surgical 
fields, so the neurosurgeon misunderstood this and thought that it referred to the daily dosage. Moreover, 
although s/he had doubts about the notation “3 tab (2-0-1)”, the neurosurgeon neglected to check on this.

• When conducting the high-alert drug check, the pharmaceutical department did not check whether it was 
indicated for the complaint concerned. Moreover, on the ward it was assumed that the neurosurgeon had 
prescribed the drug in accordance with an order from a physician in another department, and the staff 
members there did not realize that the standard and number of days differed.

• There was a system of multiple audits, by such staff as the pharmacist in charge of prescription auditing 
and calculation, and the pharmacists in charge of the primary and final audits, but this system did not 
function.

• When creating a record of the drug management guidance, the ward pharmacist checked that the 
admission record stated “RA” and “MTX3T(2-0-1)”, as well as checking the number of days covered by 
the emergency prescription and whether or not there was a regular prescription, but when s/he checked 
the comments on orders from other departments on the admission record, s/he overlooked the “2mg” and 
“/week” parts of the comment “MTX(2) 3 tablets (2-0-1)/week”.

• At this medical institution, a copy of the patient’s drug history is attached to the prescription when high-
alert drugs are prescribed, but the ward pharmacist did not check this.

• The ward pharmacist was aware that MTX was used for rheumatoid arthritis, but overlooked the fact that 
it was being administered on consecutive days.

• The ward pharmacist handed over to his/her successor and although the successor understood that the 
patient had been started on Methotrexate (2.5) for rheumatoid arthritis, based on an order from another 
department, s/he did not question this.

• The ward nurse knew that the patient had previously been taking Rheumatrex and Methotrexate (2) 
alternately as an outpatient.

• The neurosurgery department frequently used Methotrexate (2.5) as an injection drug for patients with 
tumors, but in this case, Methotrexate (2.5) had been prescribed as an oral medication, so the nurse 
checked with the neurosurgeon and understood that it was also used in this way.

• The nurse had no knowledge of the efficacy of Methotrexate (2.5). When the prescription was issued, 
the nurse checked with the physician what the drug was intended to treat and was informed that it was a 
treatment for rheumatoid arthritis, but s/he did not search for information about the drug.

• The prescription of Methotrexate (2) is carried out via an ordering system restricted to certain hospital 
departments, so the neurosurgery department was unable to prescribe it, but it was able to prescribe 
Methotrexate (2.5); thus, the restriction had the opposite effect from that intended.
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<Improvement measures taken at the medical institution>
• A system has been introduced that prevents any department other than the hematology department 

prescribing Methotrexate (2.5). The prescription for Methotrexate (2) was to be deleted from the records 
due to medical safety concerns, but at the request of the department of rheumatology and clinical 
immunology, it was decided to restrict it to physicians registered to prescribe the drug → A mechanism 
has been created whereby when “metotore” (the first four syllables of the Japanese for Methotrexate (2)) 
is entered, a user restriction alert appears.

• Ensuring that, in the event that the content of a prescription is unclear, staff members check with the 
physician concerned or a colleague, rather than making assumptions.

• Checking the complaint name and reason for prescribing the drug in all cases when the pharmaceutical 
department conducts prescription audits of high-alert drugs.

• Ensuring widespread awareness within the pharmaceutical department of revisions to the management 
procedure for high-alert drugs.

• Issuing DI news concerning Methotrexate preparations and making information available within the 
hospital, concerning such matters as complaints for which each preparation is indicated, as well as usage 
and dosage.
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Summary of event    GE0230009

When KCL was supposed to be administered over the course of an hour, it was given as a one-shot intravenous injection by 
mistake. On the order on the electronic medical record, the KCL injection prescription set was classified as a “shot drug”, so the 
physician would usually write “administer via a central vein over the course of an hour” each time on the order sheet, but this 
was not done on this occasion. The nurse knew that the drug was not permitted to be administered as a one-shot intravenous 
injection, but as s/he had been told by the physician to hurry, s/he assumed that it was so urgent as to warrant a one-shot injection 
and administered the one-shot intravenous injection without checking with the physician.

Objectives of 
the on-site visit

• Verification of the facts
• Verification of the background and causal factors
• Improvement measures, etc.

Attendees from 
the medical 
institution

Medical Director of the Intensive Care Unit, Intensive Care Unit physician, Safety Management Supervisor (previously 
the Nursing Director of the Intensive Care Unit), previous Medical Safety Manager (nurse), Director of the Drug 
Information Management Office, professional patient counselor

Main findings • The primary nurse had five months of occupational experience, had started doing night shifts three months previously, 
and was self-reliant. On the day in question, s/he was in charge of caring for four patients (non-ICU) on her own.

• In the ICU, the regular blood samples are taken at around 21:00 and the results come back at around 22:00, so the order 
was given after checking those results.

• The order for the KCL that had been administered on the day shift had not been completed on the order screen, and 
the primary nurse saw “administer over the course of an hour” in the free text comment field. The new order to 
administer 5mL of undiluted KCL on the night shift did not have the remark “administer over the course of an hour” 
in the comment field, so s/he thought that the order had been changed to one-shot administration.

• The patient had a previous history of reduced serum potassium leading to arrhythmia, so the physician was anxious 
that KCL should be administered quickly.

• The primary nurse was busy with other duties after the order was given, so was unable to get to the administration of 
the KCL. Accordingly, the physician said “Quickly!” to her three times, meaning that s/he wanted the nurse to hurry 
up and give the injection, but the nurse thought that s/he meant that the injection should be given as a one-shot dose 
(administered quickly), based on what the nurse had already seen on the order.

• In the ICU, general infusions are classified as “general maintenance infusions”, while drugs used in trace amounts, 
such as catecholamines, are classified as “continuous micro-drip infusions”, etc., and drugs used temporarily, such 
as those administered as one-shot injections or over the course of an hour are classified as “shot drugs”. Under this 
classification system, KCL was classified as a shot drug.

• The categories, such as shot drugs, have been determined with reference to the classification on the ICU master 
system, in order to improve visibility when prescribing them, but the pharmaceutical department did not know this 
as it did not show up on the screen. Moreover, the category term was not used on any of the wards other than the ICU.

• The pharmacist who received the prescription order in the pharmaceutical department thought that there was an order 
for the administration method in the ICU, so s/he did not submit an inquiry about the prescription for “administration 
of 5mL undiluted KCL”. At this medical institution, KCL is never prescribed in amounts greater than 20mEq, so the 
procedure is to submit an inquiry about the prescription if the order is for 20mEq or above.

• At this medical institution, individuals check the 5Rs alone, without any double-check. However, as ICUs deal with 
a lot of high-risk drugs, the Intensive Care Unit (ICU) Safety Management Guidelines published by the Ministry 
of Health, Labour and Welfare state that “When administering drugs, checks shall be carried out by multiple 
medical professionals, as far as possible”, so the medical institution had specified the drugs subject to double-checks 
(narcotics, immunosuppressants, catecholamines, vasodilators, and insulin), but KCL was not among them at the 
time this adverse event occurred.

• There are around 25 pharmacists at the facility, but none are assigned exclusively to a ward. Checks of the drugs 
provided only take place in the operating theater and ICU. A member of the pharmaceutical department goes to 
provide guidance on drug management (guidance upon discharge).

• In the ICU, a drug cart is used to facilitate a response in the event of an emergency, and a set number/quantity of each 
drug is laid out on it. The ward pharmacist checks the cart twice a week and manages the drugs. There are eight trays 
on the cart, with one tray being used for each patient in the event of an emergency admission. Moreover, drug labels 
can be issued in the ICU, so bar-coded labels are matched up with the medications on the tray.

• It is a fact that communication within the ICU, such as that between nurses and physicians, and that between younger 
physicians and more senior ones, is not smooth.

<Improvement measures taken at the medical institution>
• KCL has been added to the list of medications for double-check in the ICU.
• The master category for KCL has been switched from “shot drugs” to “general infusions over a specified time 

period”. Moreover, the medical institution plans to change the category name “shot drugs” to “other”.
• In the ICU, KCL was used undiluted to supplement the potassium levels of patients, but the ICU has now switched to 

a doubling dilution in 5% glucose, which is administered over the course of at least an hour. Moreover, this has been 
noted in the manual and the warning “one-shot administration is prohibited in all circumstances” has been added.

• The prescription system has been amended, so that when KCL is prescribed from the “general infusions over a 
specified time period” category, the diluent (5% glucose injection) is prescribed along with it.

• The pharmaceutical department has changed the labeling of KCL from “KCL infusion injection” to “[Intravenous 
Injection Prohibited] KCL infusion injection”. Moreover, KCL is now dispensed by hand, with each vial being placed 
in a plastic bag with a slide fastener, containing a piece of paper that states “Intravenous Injection & One-shot 
Injection Prohibited” and lists the precautions for use.
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Major opinions 
following on-
site visit 

• When using drugs, it seems that the 5Rs (right patient, right drug name, right dosage, right time, right route) are 
checked, but it would be better if it were possible to check whether the content of the order is correct, whether it 
differs from the orders issued hitherto, and what the order should have been.

• Double-checks were not carried out at the medical institution, but when introducing double-checks, there are cases 
in which it is effective to devise measures, such as determining what should be checked and how this should be done.

• It is difficult to make hard-and-fast rules for ICUs and similar departments, as shortcuts tend to be permitted in 
practice, such as in prescription orders peculiar to the ICU, because they are perceived to be a special case.

• Check functions could be fulfilled by using meetings between physicians and allied health professionals to share 
information. It would be desirable to create a forum in which allied health professionals can easily express their 
opinions.

• Would it not be better if pharmacists could be deployed in high-risk departments (such as ICU)?
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2. Individual Theme Review by the Expert Division
The Annual Report summarizes the medical adverse events that were reported between January 1 and 
December 31, 2011, which featured in Individual Theme Review by the Expert Division reports in the 25th to 
28th Quarterly Reports.

[1] Medical Adverse Events Related to Clinical Handover Between 
Facilities, etc. of Information Concerning Drugs

In the process of providing medical care, medical facilities, clinical and functional divisions and departments, 
and individual medical personnel carry out their duties, based on the division of functions and complementing 
of each other’s roles. Moreover, shift changes take place during this process, with new workers picking up 
seamlessly from where the previous shift left off. More specifically, information about such matters as the 
patient’s current condition, his/her past condition, the treatment s/he is currently receiving, and details of 
any changes in treatment or possibility of a change is communicated in such a way as to enable timely and 
appropriate medical care to be provided in each facility, department or division. Furthermore, as a result of the 
increasingly advanced nature of medical care, such information is inevitably becoming more complex.

Thus, the function of handing over information is essential to the provision of consistent, accurate, safe 
medical care; however, if clinical handover of information is interrupted or a misunderstanding occurs on the 
part of the medical personnel receiving that information, the medical care provided up to that point could be 
disrupted, or inappropriate treatment provided, which could endanger patient safety. Consequently, clinical 
handover of information is an important theme in promoting medical safety in the medical community, both 
within Japan and overseas.

Accordingly, we have highlighted medical adverse events and near-miss events related to clinical handover of 
information as an individual theme as part of this project. Furthermore, particular efforts are being focused on 
the continuous gathering and analysis of medical adverse event information and medical near-miss information 
related to clinical handover between facilities, etc. of information concerning drugs.

The 25th Quarterly Report provided a broad overview of medical adverse events related to clinical handover 
between facilities, etc. of information concerning drugs, with errors in clinical handover of information 
between facilities being the focus of data gathering and analysis in the 26th Quarterly Report, errors in clinical 
handover of information between divisions or departments being the focus of the 27th Quarterly Report, and 
errors in clinical handover of information between clinical departments, and between a clinical department 
and a functional division/department being the focus of the 28th Quarterly Report.

(1)  Current Status of Medical Adverse Events Related to Clinical Handover Between 
Facilities, etc. of Information Concerning Drugs

(a) Occurrence status
This Annual Report analyzes 53 medical adverse events related to clinical handover between facilities 
of information concerning drugs, which were reported between October 2004, when reports began to be 
accepted as part of this project, and December 31, 2011.

(b)   Content of and facilities involved in medical adverse events related to clinical handover 
between facilities, etc. of information concerning drugs

As can be seen in Fig. III-2-1, information concerning drugs is handed over between various bodies.
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Fig. III-2-1 The Flow of Information Handover as Seen from the Reported Events

Accordingly, the events reported have been classified into “errors in clinical handover of information between 
facilities”, “errors in clinical handover of information between divisions or departments”, “errors in clinical 
handover of information between clinical departments”, and “errors in clinical handover of information 
between a clinical department and a functional division or department”. In addition, the specific facility, 
division/ department, or clinical department, etc. is shown, along with the number of reported events (Fig. 
III-2-2).

Other facility 
(hospital/clinic) Outpatients Ward

Facility

Clinical 
department

Dispensing 
pharmacy Other clinical 

department
Pharmaceutical 

department

Other functional 
division/department 
(operating theater, 
examination room, 

etc.)
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Fig. III-2-2 Details of Information Handover and Flow of Information (Medical Adverse Events)

Details of information handover and flow of information Number of 
events

Errors in clinical handover of information between facilities 24
Other facility → facility in question 22
Facility in question → dispensing pharmacy 2
Errors in clinical handover of information between divisions or departments 18
Outpatients → ward 5
Ward → outpatients 1
Outpatients → pharmaceutical department 1
Ward → pharmaceutical department 2
Pharmaceutical department → ward 1
Operating theater → ward 3
Emergency and critical care center → HCU 1
Emergency room → contrast imaging room 1
Ward → radiography room 1
Ward → ICU 1
ICU → pharmaceutical department 1
Errors in clinical handover of information between clinical departments 8
Psychiatric department → dermatology department 1
Radiology department → hematology department 1
Department of internal medicine → dermatology department 1
Department of internal medicine → orthopedic department 1
Department of cardiovascular medicine → hematology department 1
Nephrology department → neurosurgery department 1
Anesthesiology department → cardiovascular surgery department 1
Cardiovascular surgery department → anesthesiology department 1
Errors in clinical handover of information between a clinical department and a functional division or department 3
Department of internal medicine → endoscopy room 1
Emergency and critical care center → radiology department 1
Radiology department → emergency room 1

Total 53
*Arrows indicate the direction of the flow of information.

In addition, “Outpatients → ward” in Fig. III-2-2 indicates that the event occurred during clinical handover of 
information between the outpatient section and the ward within the same clinical department. Events involving 
clinical handover of information between the outpatient section and ward of different clinical departments and 
those involving clinical handover of information between two wards have been classified as “errors in clinical 
handover of information between clinical departments” and the clinical department names are shown, where 
these can be identified from the reported information. With regard to the events related to clinical handover of 
information between a clinical department and a functional division or department, events where the name of 
the clinical department is known have been classified as “errors in clinical handover of information between 
a clinical department and a functional division or department”, while those where the name of the clinical 
department is not known and only “outpatient” or “ward” has been specified have been classified as “errors in 
clinical handover of information between divisions or departments”.

(c)  Introduction to specific examples of medical adverse events related to clinical handover 
between facilities, etc. of information concerning drugs

The events reported have been classified into “errors in clinical handover of information between facilities”, 
“errors in clinical handover of information between divisions or departments”, “errors in clinical handover of 
information between clinical departments”, and “errors in clinical handover of information between a clinical 
department and a functional division or department”. In addition, details of the specific bodies between which 
the information was being communicated have been added and the main reported events in each category are 
shown in Fig. III-2-3.
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Fig. III-2-3 Summary of Medical Adverse Events Related to Clinical Handover Between Facilities, 
etc. of Information Concerning Drugs

No. Severity 
of event

Flow of 
information Details of event Background and 

causal factors
Improvement 

measures
Error in clinical handover of information between facilities

1
No potential 
of residual 
disability

Other 
facility → 
facility in 
question

The previous physician had written 
Aleviatin 10% powder 1.8g on the referral 
letter, so it was prescribed as 1800mg, 
without alteration.

There was a lack of 
understanding of the 
difference between 
prescribing by titer and 
by weight.
The physician involved 
ignored an inquiry from 
the pharmacist.

• Carefully 
reading the 
package inserts 
for drugs being 
prescribed for 
the first time.

• Providing 
education about 
the difference 
between titer and 
weight.

2

Low 
potential 

of residual 
disability

Other 
facility → 
facility in 
question

While admitted, the patient became febrile, 
with a temperature around 39°C. As a 
result of a thorough examination, s/he was 
diagnosed with cholangitis. The physician 
selected Sulperazon and issued the infusion 
order to the nurse. The nurse began the 
infusion of Sulperazon 1g + normal saline 
100mL via a peripheral venous line that 
had been maintained with a heparin lock. 
The patient experienced numbness of 
the upper limbs immediately after the 
infusion commenced, so s/he pressed the 
nurse call button. Following on from the 
upper limb numbness, the patient began to 
suffer abdominal pain, so the nurse who 
had answered the patient’s call at once 
immediately halted the Sulperazon infusion 
and reported the situation to the physician. 
The patient could speak and informed the 
physician that s/he had experienced the 
same symptoms when being administered 
antibiotics by the previous physician, so 
the physician determined that the previous 
physician had discovered the patient’s 
allergy to Sulperazon. While the nurse 
was out of the patient’s room attending to 
another patient, the patient in question tried 
to get to the toilet unaided, but fell over on 
the way there. S/he was found to have a 
laceration measuring approximately 2cm 
on the back of the head, but although there 
was a small amount of bleeding, it was 
determined that there was no need to suture 
it. The patient did not experience any 
problems in terms of limb movement or 
sensation, and there were no other obvious 
neurological findings. Subsequently, the 
patient received an intravenous injection 
of Hydrocortone for the allergy and was 
kept under observation, whereupon his/her 
condition gradually improved.

The patient was found 
to have had an allergic 
reaction to the antibiotics 
used while admitted 
under the previous 
physician, and the 
name of the antibiotic 
in question was written 
on the referral letter. 
The physician at the 
time of the previous 
admission had entered 
the details on the 
treatment terminal, but 
had not completed the 
relevant column on the 
paper record. The fact 
that, during the current 
admission, the patient 
was under the care of a 
different physician from 
the one who had treated 
the patient during the 
previous admission and 
outpatient visits is also 
thought to have been 
a factor. An allergy 
warning was displayed 
on the treatment 
terminal and the 
temperature chart, but it 
was difficult to see this, 
so it was not checked. 
It was also considered 
during a conference, 
but adequate warnings 
concerning the existence 
of the allergy were not 
provided. Moreover, 
information was not 
shared with the nurses.

• Ensuring 
widespread 
awareness of 
allergy warnings 
on the treatment 
terminal among 
staff within the 
department.

• Considering 
ways to make 
the allergy 
warnings more 
conspicuous in 
future.

• If the patient’s 
vital signs had 
been checked 
when the allergy 
occurred and 
the medical staff 
had observed 
the patient’s 
condition, 
without leaving 
his/her side, 
there is a 
possibility that 
the fall might 
have been 
avoided.
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No. Severity 
of event

Flow of 
information Details of event Background and 

causal factors
Improvement 

measures

3 No 
disability

Other 
facility → 
facility in 
question

It was the day of admission and, when completing 
the patient interview sheet, Day Nurse A heard 
that the patient had brought the prescription from 
the department of internal medicine, but had left 
the drugs prescribed by the psychiatric department 
at home, so a family member of the patient was 
asked to bring the prescription medication from the 
psychiatric department in the evening.
Primary Day Shift Nurse B submitted the medicines 
from the department of internal medicine brought 
in at hospitalization to the pharmacy for a drug 
assay, but the drugs were all loose and there was no 
information, such as a medication handbook, so the 
pharmacist refused to carry out a drug assay. Nurse 
B contacted the patient’s family and told them to 
bring the medication handbook along with the drugs 
from the psychiatric department. At handover, Nurse 
B told Night Nurse C that the patient’s family would 
bring the drugs.
Nurse C took the psychiatric department drugs 
from the patient’s family, but the family member 
in question had forgotten to bring the medication 
handbook, so the drugs were left on the desk, without 
the content being checked.
On the first day after the date of admission, which 
was the date of surgery, Nurse C told Night Nurse 
D at handover that the medication handbook should 
be submitted for drug assay when it was brought in 
by the patient’s family. Nurse D and Nurse E saw 
Risperdal and Depas tablets scattered around. Nurse 
E asked Nurse F to submit them for drug assay.
With regard to the usage of the prescription from the 
psychiatric department, Pharmacist G saw “Take 
4 times a day, after every meal and before going 
to sleep. For each dose, take two Risperdal 1mg 
tablets and two Depas 0.5mg tablets (two types in 
total)” printed on the drug bag from the dispensing 
pharmacy. The content of the psychiatric department 
prescription had been written in the medication 
handbook by the other dispensing pharmacy, but 
there were no details concerning the usage.
Pharmacist G packaged together the drugs from the 
heat-sealed bags based on this usage and Pharmacist 
H audited them, but they were submitted to the ward 
as they were.
On the second day after admission - the day after 
surgery - Nurse I gave the patient the morning and 
lunchtime doses of Risperdal and Depas. Night Nurse 
J noticed that the patient was drowsy and finding it 
difficult to swallow, so s/he was unable to eat his/her 
meal or take his/her oral medication. The patient’s 
hands were trembling, so the nurse consulted 
Pharmacist K. Pharmacist K advised that there was 
a possibility of neuroleptic malignant syndrome if 
the psychoactive drugs were stopped suddenly. This 
was reported to the attending physician and Nurse J 
halted administration of the evening and nighttime 
doses of the oral medication.
On the third day after admission, the patient was able 
to take the morning dose, so Nurse J gave him/her 
the oral medication. The day nurse gave the patient 
his/her medication at lunchtime. Subsequently, s/he 
consulted the Medical Safety Manager  (Pharmacist 
L)  about the patient’s drowsiness. Suspecting an 
overdose, the Medical Safety Manager ordered 
Pharmacist M to inquire with the prescribing hospital 
and the dispensing pharmacy, and Nurse I to inquire 
with the patient’s family.
As a result, it was ascertained that the actual usage 
was “take one tablet each of Risperdal and Depas 
once a day before sleeping”, and that the psychiatrist 
had prescribed an eight-month supply of eight times 
the usual dose.

The psychiatrist at 
the other medical 
institution prescribed 
eight times the usual 
dose of the drug 
with no limit on 
the number of days 
for which it was 
prescribed, while the 
dispensing pharmacy 
printed the drug bag 
with the same usage 
instructions as had 
been written on the 
prescription.
Not all of the 
prescriptions 
dispensed by the 
dispensing pharmacy 
were entered in the 
medication handbook 
and information 
about the patient’s 
medications was not 
being consolidated.
When receiving the 
medicines brought 
in at hospitalization, 
the staff member 
concerned just took 
them and did not 
check the contents 
with the patient’s 
family member or 
ask about them.
When carrying out 
the drug assay, the 
pharmacist had the 
preconceived idea 
that the psychiatric 
department always 
prescribed a 
large amount of 
psychoactive drugs, 
so did not question 
the amount.
When the nurse 
asked the pharmacist 
about the side-
effects of the 
psychoactive drugs, 
the pharmacist 
made an assessment 
without the 
patient’s condition 
being adequately 
communicated 
or understood, 
so doubts about 
neuroleptic 
malignant 
syndrome arose and 
administration of the 
drugs continued.

• Stipulating 
the questions 
to be asked of 
the patient or 
family member 
when medicines 
brought in at 
hospitalization 
are handed 
over, creating 
a checklist for 
these questions, 
and ensuring 
thorough 
adherence to 
the checklist of 
questions (such 
as what drugs 
the patient is 
currently taking, 
what drugs s/
he has stopped 
taking, and 
whether there 
are any drugs not 
being taken in 
accordance with 
the instructions 
on the drug bag).

• Extending 
the period 
during which 
pharmacists are 
deployed on the 
ward (thorough 
implementation 
of on-ward 
management 
of medicines 
brought in at 
hospitalization, 
timely guidance, 
and participation 
in ward 
conferences, etc.)

• Using drug cases 
and devising 
ways to make 
it easier to 
organize drugs 
when receiving 
medicines 
brought in at 
hospitalization.
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4

High 
potential 

of residual 
disability

Other 
facility → 
facility in 
question

On the day of admission, both the 
physician and the nurse double-
checked the medications that the 
patient had brought with him. There 
was no referral letter from the previous 
hospital. There was no documentation, 
such as a medication handbook, 
detailing the medications that the 
patient was currently taking. The 
attending physician ordered that the 
patient continue to take the medicines 
brought in at hospitalization, which 
had already been checked. The 
physician was aware that the patient 
had previously undergone stent 
insertion, had been taking Bayaspirin 
(an antithrombotic), and had stopped 
taking it because of suffering a drug 
eruption while being seen as an 
outpatient. However, the physician 
was unaware that the patient was also 
taking Plavix (an antithrombotic) 
and Cerocral (a cerebral circulation-
improving drug), which had been 
prescribed by the previous hospital. 
These drugs were not among the 
medicines brought in at hospitalization 
that were checked on the day of 
admission, so for four days the patient 
was not given the Plavix and Cerocral 
that he had been taking up to the time 
of admission.
On the fifth day after admission, the 
patient’s speech became infrequent 
from the early morning, so the 
duty physician examined him and 
determined that he had become 
hypoxic, so he was placed on oxygen. 
The patient’s wife came to see him 
at lunchtime and dinnertime, and, 
feeling his condition to be strange, 
told the primary day shift nurse that 
she felt that something was wrong and 
asked the nurse to report this to the 
physician.
The primary day shift nurse had felt 
that the patient was somehow different 
from usual, but as he had already been 
examined and treated in the morning 
and as the nurse did not feel it to be as 
urgent as the patient’s wife, because 
there was no great change from the 
patient’s condition in the morning, the 
nurse told the patient’s wife that “It’s 
a holiday, so we’ll have him examined 
by the attending physician tomorrow.”
The evening nurse felt that there 
were changes in the patient’s level of 
consciousness, and fitted the patient 
with a biomonitor. The nurse noticed 
conjugate eye deviation to the left and 
left upper and lower limb paralysis, 
and reported this to the duty physician. 
The duty physician was in the middle 
of dealing with a patient in the 
emergency room, so s/he ordered that 
a blood vessel be secured and then 
examined the patient. As a result of 
an MRI of the head, multiple cerebral 
emboli were identified. It was stated 
that the heart medication had been 
returned by the patient’s wife, so he 
had not been taking it.

No referral letter was issued by the 
previous hospital, so the content of 
the prescription from the previous 
hospital was unclear (the patient 
had undergone an examination at 
the hospital in question without a 
referral from the previous hospital). 
The attending physician and nurse 
checked only the oral medication 
delivered by the patient’s wife, 
without being able to check 
whether the medicines brought in 
at hospitalization corresponded to 
the prescription from the previous 
hospital. There was also a risk of 
drugs being overlooked or mistakes 
being made.
There were staffing shortages 
among the pharmacists, so it 
was not possible to provide drug 
guidance at the time of admission.
There is no system of pharmacist 
checks of medicines brought in at 
hospitalization.
The patient was concurrently 
suffering from pneumonia and 
the slowness of his responses 
(symptoms of a new complication: 
multiple cerebral embolism) was 
deemed to be due to hypoxia 
caused by the effects of blood gas.
Multiple cerebral embolism: 
Due to an embolic shower, the 
symptoms that appeared differed 
from the typical symptoms of 
cerebral infarction, so it was 
difficult to infer from the slowness 
of responses in this case that the 
patient had suffered a cerebral 
infarction.
Plavix and Cerocral prevent 
arterial thrombosis, so they cannot 
be expected to be effective in 
preventing thrombi within the 
heart. Even if the patient had been 
taking these drugs, it is possible 
that the cerebral embolism from 
within the heart could not have 
been prevented. There is thought to 
be only a weak causal relationship 
between the patient not taking these 
drugs and the occurrence of the 
cerebral embolism.
The fact that the primary day 
shift nurse paid no attention to the 
patient’s wife when she said that 
something was wrong and made 
several requests for the patient to be 
examined by a physician served to 
deepen the patient’s wife’s mistrust 
of the hospital.
The primary day shift nurse 
judged that it was not urgent, as s/
he had requested an examination 
in the morning and the situation 
had been dealt with, and there had 
been no major change since then. 
Accordingly, the wife’s concerns 
were not addressed. Moreover, the 
nurse did not consult any other 
nurses, so no advice was sought 
and there was no follow-up with the 
patient’s wife either.

• Constructing 
a system for 
checking 
medicines 
brought in at 
hospitalization 
that also 
involves the 
pharmacist 
(considering 
methods that 
facilitate 
reliable 
checks of the 
medicines 
brought in at 
hospitalization.

 Working in 
partnership 
with the 
pharmaceutical 
department to 
develop rules 
concerning 
ways of 
checking, 
including 
intervention 
by pharmacists 
by making it 
a general rule 
that drugs are 
checked against 
some form of 
documentation, 
such as the 
prescription, 
referral letter 
or medication 
handbook.)

• Ensuring that 
staff members 
are aware 
that the word 
“strange” 
when used by a 
family member 
who sees the 
patient all the 
time should 
be treated 
as valuable 
information.

•  Medical care 
is provided 
as a team, so 
reporting, 
liaison and 
consultation 
are vital. 
Accordingly, 
this will be 
disseminated 
to all staff 
members as 
Medical Safety 
Information, in 
order to ensure 
that there is 
no hesitation 
about reporting 
information 
to physicians 
and consulting 
other nurses.
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5 Unknown

Facility in 
question → 
dispensing 
pharmacy

The patient had undergone surgical clipping of 
a cerebral aneurysm (anterior choroidal artery) 
at Hospital A, and developed left hemiplegia the 
following morning, so s/he was transferred to 
Hospital B for rehabilitation and thereafter continued 
to attend the latter hospital for treatment. The patient 
was referred by Hospital B to Hospital C, and then by 
Hospital C to the diabetes department at the hospital 
in question. In terms of ADL, the patient had mild 
residual left-sided paralysis and practiced walking 
with a cane; s/he attended the outpatient department 
in a wheelchair, accompanied by a family member, 
and was able to keep both upper limbs elevated. 
The information provided by Hospital C listed the 
patient’s prescribed medications, including “oral 
medication Selenica-R 1.25g 2 times/day in the 
morning and evening”.
The physician meant to prescribe the same 
medication at the same dose, but entered “Selenica-R 
Granules 400mg/g 1250mg 2 times/day after 
breakfast and lunch, 14 days’ supply” and issued 
the external prescription sheet. As a result, at 
the dispensing pharmacy, this was weighed and 
dispensed as 1250mg of valproic acid = 3.125g 
Selenica-R Granules.
As a result, 2.5 times the amount of valproic acid 
(500mg) written on the treatment information form 
was administered. A member of the patient’s family 
contacted the hospital. S/he advised that the patient 
was experiencing side-effects from the Selenica-R, in 
the form of vomiting, lightheadedness and difficulty 
in walking. From the prescription history and content 
of the records, it was thought that the patient had 
been taking 2.5 times the quantity prescribed on the 
referral letter.

The active ingredient 
dosage on the 
order for powdered 
medication and 
the actual weight 
displayed had not 
been standardized.

• Disseminating 
information 
about this event 
to all staff and 
alerting them to 
the fact that this 
kind of event can 
occur in the drug 
prescriptions 
contained 
in referral 
letters from 
other medical 
institutions.

• Creating a list 
of medications 
requiring caution 
and ensuring its 
dissemination 
amongst all staff.

6

Low 
potential 

of residual 
disability

Facility in 
question 

The outpatient department had prescribed 
anticonvulsants, including Tegretol, Aleviatin and 
Phenobal. Five days later, the patient was admitted 
as an emergency, due to a suspected exacerbation 
of epilepsy or side-effects from the anticonvulsants. 
After admission, the patient continued taking the 
drugs that s/he had been prescribed at outpatients and 
had brought with him/her. The following day, a blood 
concentration test showed high levels of Phenobal, so 
Aleviatin was halted. However, the concentration of 
Aleviatin remained high.
When the outpatient prescription medication was 
checked because of this, it was discovered that it 
contained Aleviatin instead of the antiparkinson 
Akineton.
Accordingly, the physician, the nurse and the 
pharmacist checked whether there had actually been 
a drug error. Subsequently, when an inquiry was 
made to the dispensing pharmacy via the hospital 
pharmacist, it was ascertained that there had been a 
mistake in dispensing.

There was a 
prescription error 
at the dispensing 
pharmacy.
There was no 
system for checking 
medicines brought in 
at hospitalization.
The management of 
the continuation of 
medicines brought 
in at hospitalization 
was inappropriate.
It took time and 
effort to check the 
physician’s order 
because there was 
a large number of 
drugs.

• Constructing a 
system within 
the hospital 
for auditing 
medicines 
brought in at 
hospitalization 
(having the 
pharmaceutical 
department 
check all 
medicines 
brought in at 
hospitalization).
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7

Low 
potential 

of residual 
disability

Outpatients 
→ ward

The ward physician wrote 
an order for a Voltaren 25mg 
suppository as a post-operative 
order following a left below-knee 
amputation. At around noon on 
the first day post-operatively, the 
patient complained of pain in 
the affected limb and requested 
analgesia. After checking the 
order, the nurse who received this 
request used a Voltaren 25mg 
suppository.
Around 20 minutes later, the 
patient pressed the nurse call 
button and complained that, 
“My whole body is itchy.” The 
patient experienced pruritus 
across the whole body, his/her 
face became flushed and his/her 
blood pressure fell to around the 
40 mark, causing the patient to 
enter preshock. The physician was 
called and deemed these to be 
allergic symptoms, so s/he used 
an infusion load of Solu-Cortef 
500mg. The patient was managed 
on a monitor, while a vasopressor 
was used, and ICU management 
commenced at 13:10.
After being transferred to ICU, 
the patient’s vital signs stabilized. 
The following day, s/he was 
returned to the ward.

The patient had disclosed to the 
outpatient attending physician, 
the charge nurse and the ward 
pharmacist that Voltaren was a 
contraindicated drug for him/her. 
The outpatient attending physician 
had not communicated the details 
of the patient’s disclosure to 
the ward physician. The charge 
nurse wrote the information in 
the allergy field of the electronic 
medical record.
Information such as records of the 
drug audit by the pharmacist and 
the drug allergy records entered by 
the charge nurse was not used, and 
the order was accepted and carried 
out.
A certain number of Voltaren 
suppositories were used on the 
ward for orders aimed at dealing 
with symptoms, so it was not 
possible for the pharmacist to 
query the order.
When administering the drug to 
the patient, no check was carried 
out concerning allergies.
The risk awareness of physicians 
and nurses concerning drug 
allergies was low. Voltaren was 
entered in the allergy field of the 
electronic medical record as a drug 
contraindicated for the patient 
concerned.

• Ensuring that 
physicians 
communicate 
important 
information 
verbally in a 
timely fashion 
and enter this 
on the written 
records.

• Checking the 
6Rs+A in order 
to provide safe 
drug therapy, 
i.e. right patient, 
right drug, right 
dosage, right 
route, right 
time, recording 
the details, and 
allergies.

• Strengthening 
education to 
deepen the 
awareness of 
drug risks.

• Ensuring that, 
apart from in 
emergencies, 
single-use 
drugs are 
administered 
on the basis of 
prescription 
orders.

• Considering 
IT system 
improvements 
in relation to 
information 
concerning 
contraindicated 
drugs on 
electronic 
medical records.

8 No 
disability

Outpatients 
→ ward

After surgery, the infusion had 
finished, so a heparin lock was 
carried out. Afterwards, when 
the screen was opened on the 
integrated set (this is a system 
into which injection orders that 
are frequently used are entered 
in advance and retrieved from 
that screen when required, 
enabling injection orders to be 
input; for example, continuation 
orders in the event of abdominal 
or other pain. Normally, only 
physicians can submit injection 
orders, so it is used when issuing 
injection slips for continuation 
orders) so that the heparin lock 
could be ordered, the screen 
displayed “Heparin prohibited 
due to HIT (heparin-induced 
thrombocytopenia)”.

The outpatient clinical card stated 
that heparin was contraindicated, 
but the written records relating 
to the admission did not state 
this. The information was not 
communicated by the outpatient 
nurse. The injection ordering 
system stated that heparin 
was contraindicated, but the 
injection was not ordered via the 
integrated set before preparing it, 
so the contraindication was only 
discovered after this was done. 
There was an infringement of the 
rules in the manual when issuing 
an order from the integrated set 
(the manual states that the injection 
order must be submitted before 
preparing the injection).

• Looking for 
the injection 
ordered from 
the integrated 
set and 
administering 
it only after the 
order is given.

• Gathering 
information 
from the clinical 
card at the time 
of admission.
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9

High 
potential 

of residual 
disability

Outpatients 
→ ward

When a patient who was attending the hospital in question 
regularly for rheumatoid arthritis was admitted as an 
emergency with gastrointestinal hemorrhage as the 
chief complaint, the resident who took charge of him/
her referred to the clinical card to issue an order for oral 
medications for the patient, based on the medicines brought 
in at hospitalization. However, in the case of the patient’s 
Rheumatrex, instead of administering the usual dose of 
6mg (2mg × 3 times) once a week, the resident issued an 
order for administration of 6mg (2mg × 3 times) every 
day. The drug was administered 11 times in succession 
from the evening of the day of admission until the resident 
noticed his/her usage error. When s/he noticed the usage 
error, s/he switched to administering the drug once a 
week, but this order was not halted even after bone marrow 
suppression occurred due to the overdose resulting from 
continuous administration, and a further dose of 6mg once 
a day was administered. The bone marrow suppression and 
gastrointestinal hemorrhage dissipated with treatment, but 
the patient’s pneumonia was exacerbated and s/he began to 
be managed on a ventilator.

It was a system that enabled 
orders to be input without 
specifying the day of the 
week. The medicine was 
brought in by the patient at 
hospitalization, having been 
admitted directly from the 
emergency room, and were 
omitted from the system 
for drug administration 
guidance from the 
pharmacist. A more senior 
physician was supposed 
to check the resident’s 
prescription orders, but 
the check mechanism was 
not adequate in this case, 
because the drug was a 
medicine brought in at 
hospitalization that had been 
prescribed in outpatients. 
The gastroenterologist 
and the nurse both lacked 
knowledge concerning the 
drug.

• Improving the 
system in regard 
to the entering 
of outpatient 
prescriptions so 
that the day of 
the week can be 
specified.

• Improving the 
check mechanism 
in regard to 
managing the 
administration 
of medicines 
brought in at 
hospitalization.

• Establishing an 
adequate guidance 
system in relation 
to the provision 
of guidance 
for residents 
immediately after 
their assignment to 
a department.

10 No 
disability

Outpatients → 
pharmaceutical 

department

Whereas Endoxan 1,000mg should have been administered 
once every three weeks, it was administered twice 
every week. Several years previously, the patient had 
undergone a prostatectomy in the urology department 
of another medical institution. Since then, the patient 
had been undergoing radiotherapy, hormone therapy, 
and chemotherapy (Taxotere) in the urology department 
of the hospital in question, due to recurrence of the 
condition, but his condition had recently exacerbated, 
with local recurrence and metastasis being found, so 
he had an outpatient consultation and was admitted 
for chemotherapy using Endoxan. The ward physician 
prescribed and administered an infusion of Endoxan 
1,000mg in accordance with the registered regimen on 
the PC in the urology department, and the patient was 
discharged without any problems. The schedule for the 
second and subsequent sessions of chemotherapy was not 
specified in the written records. When the patient returned 
for an outpatient consultation, the attending outpatient 
physician was absent due to an overseas business trip. 
Outpatient Physician A (a fourth-year resident in his/her 
first year in the urology department) checked that there 
was no bone marrow suppression. As the next Endoxan 
administration date was unclear, Outpatient Physician 
A consulted a more experienced physician (a urology 
specialist in his/her 11th year as a physician), but it was 
not possible to confirm the administration schedule, so the 
registered regimen was checked with the pharmaceutical 
department. The pharmacist (13th year in the profession) 
advised that the regimen record for the use of Endoxan by 
the urology department stated only “Endoxan 1,000mg 
to be administered once every week for three weeks, 
followed by a one-week drug holiday”. Outpatient 
Physician A scheduled the second session for a week after 
the first and the third one for a week after the second, in 
accordance with the regimen, and recorded the details on 
the chemotherapy schedule. S/he did not check the regimen 
with Senior Physician B. On the day when the second 
chemotherapy session was to take place, after checking 
that there was no bone marrow suppression (white blood 
cells 6.700; hemoglobin 10.9; platelets 211,000), Physician 
C (a urology specialist in his/her 10th year as a physician) 
contacted Outpatient Physician A and checked the regimen.
S/he also contacted the pharmaceutical department 
to reconfirm the registered regimen. S/he prescribed 
Endoxan 1,000mg and administered it in the outpatient 
chemotherapy room. The third session was scheduled to 
take place a week later. There were no problems with the 
patient’s condition when administering the Endoxan or 
after administration was completed, so he returned home. 
When Outpatient Physician A checked the administration 
schedule with the attending outpatient physician, s/he 
discovered that Endoxan was meant to be administered 
every three weeks. Subsequently, the patient was 
contacted to explain that there had been an error in the 
administration schedule, and s/he was admitted for whole-
body management and kept under observation.

The registered regimen 
in the pharmaceutical 
department was wrong.
There was no record of the 
interval between doses of 
Endoxan in the inpatient or 
outpatient medical records.
A physician with little 
experience of this treatment 
tried to check with a more 
senior physician, but 
received no response, so 
ultimately s/he trusted the 
registered regimen and 
administered the drug.
A new Chemotherapy 
Explanation and Consent 
Form was not obtained when 
switching to Endoxan.
There was a lack of 
cooperation between 
the attending outpatient 
physician and the outpatient 
physician on duty.

• Correcting the 
current registered 
regimen for 
the urology 
department and 
re-checking the 
content of all 
regimens currently 
registered at 
the hospital in 
question.

• Recording the 
administration 
interval, as well 
as the name and 
dosage of the drug 
to be administered, 
on both inpatient 
and outpatient 
medical records.

• Ensuring that 
a physician 
conversant with 
the regimen 
double-checks the 
administration 
schedule when it is 
drawn up.

• Ensuring thorough 
adherence to 
the process of 
obtaining a 
Chemotherapy 
Explanation and 
Consent Form 
whenever the 
treatment regimen 
is altered.

• Sharing 
information 
by means of a 
chemotherapy 
administration 
schedule.

• Holding courses 
for staff involved 
in chemotherapy 
and making 
attendance 
compulsory.
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11 No 
disability

Outpatients 
→ ward

The patient had commenced chemotherapy (mFOLFOX6 + 
Bevacizumab regimen) a few years earlier, due to uterine 
and rectal cancer.
On this occasion, she attended an outpatient consultation 
and, as the aforementioned chemotherapy had become 
ineffective, it was decided to change her regimen and 
admit her for chemotherapy (mFOLFIRI + Panitumumab 
regimen). The attending physician filled out the 
chemotherapy administration schedule and the injection 
order form.
In doing so, the chemotherapy administration schedule 
should have indicated continuous infusion, but the 
physician filled it out in a way that made it looked as 
though the patient would be administered chemotherapy 
on three consecutive days. In addition, with regard to 
the planned administration time for continuous 5-FU on 
the injection order form, the physician wrote 24 hours by 
mistake, instead of 46 hours. Pharmacist A and Pharmacist 
B audited the order, Pharmacist B mixed the drugs, and 
Pharmacist A and Pharmacist C carried out the final check. 
Nurse D and Nurse E checked the injection order form and 
began the infusion of 5-FU 3,000mg + 50% glucose 4A 
+ normal saline 1,000mL at a speed of 24 hours using an 
infusion pump, in accordance with the order. The following 
day, Nurse D checked the chemotherapy administration 
schedule and, thinking that 5-FU would be administered 
that day as well, inquired with the pharmaceutical 
department about the fact that the infusion had not 
been delivered to the ward. The pharmacist checked the 
registered regimen and the injection order form, and 
discovered the mistake in the physician’s order. This was 
reported to the ward physician and the patient’s condition 
was checked, but there were found to be no particular 
problems. There was 200mL remaining at the time the 
mistake was discovered, so the speed was reduced so that 
the drug would be administered over a total of 46 hours.
The director of the clinical department concerned 
examined the patient and ordered that the remaining 
medication be discarded and that chemotherapy be halted. 
The following day, there were no problems in terms of the 
patient’s condition, with white blood cells at around the 
3,000 mark, hemoglobin at 11.0 and platelets at around 
the 300,000 mark, but two days later, the white blood cell 
count had fallen to around the 2,000 mark (hemoglobin and 
platelets remained unchanged), so Gran was commenced 
(due to be administered for three days). By the third day 
after commencing Gran, the patient’s white blood cell 
count was 12,500, with hemoglobin at 11.5 and platelets at 
200,000, so the patient was discharged.

The proper regimen was to 
administer 5-FU 3,000mg 
over 46 hours, but the order 
to administer it over 24 
hours was given by mistake. 
The administration schedule 
had not been completed in 
a way that made it possible 
to ascertain the duration of 
administration. Moreover, 
no specific method had been 
stipulated for filling out 
the schedule in the case of 
continuous infusion. The 
pharmacist in charge of the 
mixing of the drug did not 
notice the mistake in filling 
out the administration time 
when carrying out the audit. 
Before mixing the drug, two 
pharmacists carried out an 
audit based on the registered 
regimen, the chemotherapy 
administration schedule, 
and the injection order form, 
but they did not check the 
administration time. When 
the drug was delivered to 
the ward, the nurse checked 
it against the chemotherapy 
administration schedule, 
but did not check the 
administration time.

• Ensuring that 
dockets are 
filled out after 
adequately 
checking the 
regimen.

• Implementing full-
scale operation of 
a regimen ordering 
system as soon as 
possible.

• Ensuring thorough 
checks of the drug 
administration 
time when 
pharmacists audit 
regimens.

• Ensuring thorough 
adherence to 
the process of 
obtaining a 
Chemotherapy 
Explanation and 
Consent Form 
whenever the 
treatment regimen 
is altered.

• Amending the 
chemotherapy 
administration 
schedule (adding 
a new field for 
stipulating the 
administration 
time).

• Standardizing 
the method used 
to fill out the 
chemotherapy 
administration 
schedule. 

• Holding courses 
for staff involved 
in chemotherapy.

12

High 
potential 

of residual 
disability

Operating 
theater → ward

In order to prevent post-operative pancreatitis, an order 
to administer Reminaron 2000mg + 5% glucose 48mL 
(concentration: 4.2%) to the patient by means of a central 
venous (CV) injection via a precision connection pump 
was written on an Injection Prescription Form. After 
surgery, there was no order using the Precision Infusion 
Order Sheet, so the primary nurse reported to Nurse 
A that there was no infusion line in the central vein, 
only a peripheral line. The nurse wrote an order stating 
“periphery, at a rate of 2mL/h” in the infusion route box 
of the Precision Infusion Order Sheet, and had the lead 
nurse sign to confirm receipt of the order. There was a 
double-lumen infusion line in the left periphery, with 
the main infusion being provided through one, while an 
infusion of Reminaron was commenced through the other. 
The following day, the main infusion was leaking, so the 
attending physician was requested to re-insert it. At that 
point, it was discovered that no central venous line had 
been inserted after surgery, that Reminaron had been 
administered separately through the left periphery, and that 
Reminaron had been administered via the periphery in a 
concentration usually used in central venous injections.

The precautions for 
administering Reminaron 
were written on the injection 
prescription and when 
receiving the post-operative 
order, it was necessary not 
merely to accept the order 
by means of the order sheet, 
but also to compare it with 
the injection prescription 
and check anything that was 
unclear. When receiving 
the order, the nurse did not 
check with the attending 
physician about the fact that 
no central venous line had 
been inserted.
There was a lack of 
knowledge about the 
side-effects of high 
concentrations.

• Accepting 
orders only after 
checking the order 
sheet against 
the injection 
prescription.
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Errors in clinical handover of information between clinical departments

13 No disability

Radiology 
department 

→ 
hematology 
department

The fact that the patient had a history of 
having experienced what was thought to be 
a drug eruption due to a cephem antibiotic 
was ascertained and noted in the allergies 
column on both the radiology department 
record and the new patient referral form. The 
staff member concerned did not know how 
to enter the patient’s drug allergies on the 
ordering screen as s/he had never had to enter 
such details before. Receiving an order for a 
third-generation cephem antibiotic, the staff 
member concerned ordered ceftazidime 2g 2 
times/day. This was reported to the attending 
physician in the hematology department by 
telephone. When consulting the physician 
about the fact that the patient had developed 
a rash and mild urticarial lesions on the trunk 
of his/her body, thought to be the result of 
ceftazidime, a switch to a fourth-generation 
antibiotic was ordered and the staff member 
concerned ordered Firstcin 2g 2 times/day. 
Subsequently, the patient was referred to the 
dermatology department and was found to 
have erythema with a fusing tendency on the 
trunk of his/her body, so toxicoderma was 
suspected and the response was that the cause 
was difficult to identify because the patient 
had been started on multiple medications.
Erythema was observed from the face to 
the trunk and all four limbs, and there was a 
tendency toward exacerbation, so the patient 
was switched to an antibiotic in another class 
(minocycline) and Stronger Neo-Minophagen 
C was administered intravenously, but among 
other findings, the patient’s throat appeared 
swollen, so the OxyContin was changed, and 
the minocycline and oral medications that 
could be stopped were halted. The patient’s 
rash subsequently improved.

With regard to the 
administration of 
antibiotics for symptoms 
of infectious diseases 
resulting from bone 
marrow suppression after 
incorrect administration 
of anticancer drugs, the 
fact that the patient had a 
history of an event thought 
to be a drug eruption due 
to a cephem antibiotic 
six years previously had 
been ascertained and 
was recorded in the drug 
allergies column on the 
radiology department 
record and the new patient 
referral form. However, 
details of the patient’s 
drug allergies were not 
communicated to the 
hematology department 
and the staff member 
concerned did not make a 
note of them in the drug 
allergies section of the 
ordering system, because s/
he did not know how to do 
so. The attending physician 
also failed to notice this 
and although the nurse 
and the ward pharmacist 
had each checked the 
patient’s allergy at the 
time of admission, with 
the details being recorded 
in the nurse’s notes and on 
the pharmacist’s patient 
information form, they did 
not notice that a cephem 
antibiotic had been ordered.

• Ensuring that 
physicians double-
check the allergy 
history when 
ordering the 
administration of 
drugs.

• Entering details of 
the allergy history 
ascertained on the 
ordering system, 
without fail.

• Ensuring that 
nurses and duty 
pharmacists check 
that allergy details 
have been entered 
on the ordering 
screen.

• Checking what has 
been written in the 
designated sections 
of medical records 
and nursing records.

• Ensuring that duty 
pharmacists check 
orders for drugs to 
which the patient is 
allergic.

• Ensuring that 
physicians 
supervising 
residents check their 
orders and records. 
Moreover, ensuring 
that they sign to 
confirm that they 
have checked them.

Error in clinical handover of information between a clinical department and a functional division

14
No potential 
of residual 
disability

Department 
of internal 

medicine → 
endoscopy 

room

In order to administer the pretreatment 
injection of an anticholinergic, the medical 
history form was checked. “No” had been 
checked for all items in the checklist, so an 
intravenous injection of Buscopan was given 
without checking the request form or record, 
or asking the patient. 
After giving the intravenous injection, the 
staff member concerned noticed that the 
request form stated that anticholinergics 
could not be administered to this patient. 
When the staff member concerned checked 
with the patient, the latter responded that s/
he had not been diagnosed with glaucoma by 
the ophthalmic department, but that s/he was 
finding it hard to see. After the intravenous 
injection of Buscopan, the patient suffered 
eye pain and could not see, due to reduced 
vision.

Only the medical history 
form was checked.

• Ensuring that both 
the physician and 
the nurse carry out 
checks.

• Ensuring that the 
medical history 
form is checked 
with the patient at 
the time of making 
the appointment.

• Ensuring that 
request forms are 
checked without 
fail.

(i) Errors in clinical handover of information between facilities
A) Other facility → facility in question (No.1-4)
No.1　  Event in which a drug was dispensed based on a misunderstanding between the 

active ingredient dosage and the product volume written on the prescription in the 
referral letter from the previous physician

○  With regard to events involving misunderstandings of the prescription notation, controls could be put in 
place via the system if an ordering input system is used. More specifically, irrespective of whether the input 
value is the active ingredient dosage or the total amount of the preparation, it seems likely that displaying 
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[active ingredient dosage of XXmg] as well as the input value on the screen would be one measure that 
would prevent misunderstandings between active ingredient dosage and the total amount of the preparation.

○  The fact that the physician ignored the inquiry about the prescription from the pharmacist is cited as a causal 
factor. The physician should have dealt with the inquiry about the prescription, but it is also meaningful to 
think about whether what was reported as being an inquiry about a prescription really did fulfill the function 
of an inquiry about a prescription.

○  The specific expressions used during the conversation about the inquiry about the prescription have not been 
reported, so one can only discuss this in general terms, but it is important that such inquiries should take 
the form of questions from the pharmacist to the physician that the latter can answer and that it is easy for 
the physician to answer. For example, comparing the questions “Is it 1,800mg?” and “It should normally be 
XXmg; is it appropriate for it to be 1,800mg as stated in this prescription?”, it is likely that the recipient of the 
inquiry will perceive the questions differently and formulate their response differently. Such techniques for 
inquiries about prescriptions affect the effectiveness of an inquiry about a prescription and have the potential 
to assist in preventing a prescription error.

○  Learning appropriate techniques for inquiries about prescriptions is an important task in practical 
pharmaceutical science and practice as a pharmacist. More specifically, it is recommended that questions 
and responses use common phraseology, in order to prevent a breakdown in communication.

○  In order to standardize prescription notation, it would be desirable to ensure widespread awareness of the 
content of the Report of the Investigative Commission on Approaches to Methods of Writing Prescriptions for 
Oral Medication published by the Ministry of Health, Labour and Welfare, and to put its recommendations 
into practice, but there are challenges involved in achieving this, due to such issues as the fact that it has no 
coercive power.

No.2　  Event in which the allergy information written on the referral letter was not handed 
over

○  The fact that the allergy information on the treatment terminal was displayed in a way that was hard to read 
is an important causal factor.

○  It is necessary to bear in mind that, in general, there are problems with the accuracy of allergy information. 
More specifically, if the accuracy of the information is low, prescriptions can be drawn up and drugs 
administered, even when there is an awareness of allergy information. The reality is that allergy information 
is not usually accompanied by information about its accuracy, which is vital.

○  Rather than just entering “Patient has allergies”, might the recurrence of such events in future not be 
prevented if treatment information systems were designed in such a way that it would be possible to enter 
and display the message “Patient has been confirmed not to have any allergies”?

No.3　   Event in which the fact that the previous physician’s prescription was a “double dose 
prescription” was not noticed

○  It is inappropriate that eight times the usual dose - which was inadvisable in the first place, despite the fact 
that long-term administration of the drug is possible - was prescribed. Even if one wished to check what was 
written in the medication handbook, it is inconceivable that the handbook stated that the prescription was 
eight times the usual dose, but that the method of taking it was other than as listed, which makes it difficult 
to prevent the occurrence of similar events. It is an event that demonstrates the risk of so-called “double dose 
prescriptions”.

○  A key causal factor is the fact that the medical personnel at the facility in question did not ask the patient or 
his/her family about the usage and dosage when the patient was taking the drug normally. Staff members 
could also conceivably check with the previous physician, but in light of the possibility that they might not 
be able to reach him/her, it is vital to check with the patient or his/her family.

○  It is presumed that another reason for the check being inadequate is that the medicines brought in at 
hospitalization were checked in the evening, at a busy time.
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No.4　  Event in which the drugs that the patient had been taking before admission were not 
continued, due to such factors as a lack of information about oral medication on the 
referral letter, etc.

○  This is an event in which it was difficult for the medical institution to gain a precise grasp of the patient’s 
oral medications, because there was no referral letter from the other medical institution and the patient had 
not brought his oral medications with him. Firstly, details of prescriptions should be provided by means of 
a treatment information form from the other medical institution, and it is desirable that this information be 
provided by the patient or his/her family as well.

○  In order to gain a precise grasp of the content of oral medications in a situation such as this, in which it is 
difficult to confirm the relevant information, it is highly likely that the content of the prescriptions could be 
checked if the details of all medical institutions attended by the patient or his/her family and all pharmacies 
from which they receive their medications are obtained, and those institutions and pharmacies are contacted; 
however, in general, it is not necessarily very practical for the admitting medical institution to do this. 
Consequently, in this case, it seems that there was little possibility of preventing this event.

B) Facility in question → dispensing pharmacy (No.5 & 6)
No.5　   Event involving a misunderstanding between the product volume and the active 

ingredient dosage on the prescription
○  The fact that no inquiry about the prescription was submitted is a problem. This is thought to have been 

because there was a misunderstanding between the product volume and the active ingredient dosage, so no 
questions arose, but it is a case that demonstrates that it is vital for pharmacists to be aware that both amounts 
can be written on prescriptions.

○  As pointed out in Case No.1 as well, it is necessary to think about preventing errors in clinical handover of 
information by using common language between facilities, as far as possible.

○  There have been repeated reports of errors arising from misunderstandings between product volume and 
active ingredient dosage on prescriptions, so it seems that it is necessary for this project to strive to ensure 
greater awareness of this issue in future.

○  In general, a great deal of information is handled when dispensing and a number of tasks are carried out 
concurrently, so this is presumed to have been a factor behind this event.

○  There are initiatives in which, for example, a pharmacist only dispenses powdered medication, or only 
dispenses liquid medication in the course of their duties on a particular day. If such an initiative could be 
introduced, would the likelihood of preventing such events not increase?

No.6　  Event involving a dispensing pharmacy dispensing error
○  At the time of admission, it is not practical to carry out a uniform audit of the active ingredient in powdered 

medication currently being taken by the patient, once it has been divided up into packages. In this sense, one 
would have to say that the possibility of the facility in question preventing this event was low. Accordingly, 
it is hoped that pharmacies will implement initiatives to prevent dispensing errors.

○  While it was not reported in this case, if information about the way in which the prescription was written 
is reported, it will be possible to analyze the background and causal factors contributing to dispensing 
pharmacy dispensing errors.

(ii) Errors in clinical handover of information between divisions or departments
A) Outpatients → ward (No.7-9)
No.7　  Event in which drug allergy information was not handed over
○  The fact that the outpatient attending physician did not hand over information to the ward attending physician 

is cited as a causal factor, but the outpatient attending physician did fill out the allergy field on the electronic 
medical record, so one cannot say that the cause of this event was solely the outpatient attending physician. 
The fact that this information was not put to effective use is believed to be a bigger causal factor.
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○  Even if the Voltaren order had existed as an order in the so-called set menu format of order templates, it 
seems even more likely that, in handling the order as a set menu format (rather than the physician giving the 
order for the specific drug Voltaren and the nurse receiving this order), the contraindicated drug would have 
been administered without making effective use of the allergy information on the electronic medical record. 
Accordingly, rules concerning the handling of orders in the set menu format are vital in order to prevent 
recurrence of such events.

No.8　  Event in which drug allergy information was not handed over
○  As pointed out in No.7, the handling of drug allergy information and appropriate handling of orders in the 

so-called set menu format are important issues.

○  It is not thought to be practical to abolish orders in the set menu format, thereby increasing the clerical work 
for physicians in terms of entering orders for each individual drug, so it is vital to consider measures from 
the perspective of preventing the administration of contraindicated drugs, while making effective use of the 
efficiency and usefulness of set menus.

○ Would it not be useful to develop a checklist for drugs that can cause dangerous physiological reactions?

No.9　  Mistake in the usage and dosage of a drug at the time of prescription
○  This is a case involving a mistake in the prescription of Methotrexate, which is the focus of reports even 

now; there are cases in which, as in this particular case, patients prescribed Methotrexate by another clinical 
department are admitted to hospital, so it is important to ensure that various clinical departments are fully 
aware of this issue.

○  Under this project, two Medical Safety Information bulletins have been issued concerning Methotrexate. 
However, although physicians perhaps take particular care in the case of drugs prescribed within their 
own field of specialism, it is necessary to bear in mind the possibility that they might not recall matters 
concerning drugs outside that field.

○  The fact that the drug continued to be administered incorrectly even after the error was noticed is a problem.

○  Similar cases are being reported, even now. Medical practitioners have been alerted to similar events via 
Medical Safety Information on two occasions, and during this time, the design of the Methotrexate packaging 
has been altered, a warning statement has been added, and a column for recording the days on which it is to 
be administered has been provided, but it is necessary to provide further alerts, including about its usage, 
and encourage effective use of Medical Safety Information.

○  When pharmacies are dispensing drugs, after a patient has been prescribed them at an outpatient consultation, 
pharmacy audits and inquiries about prescriptions are vital in order to identify errors that have occurred 
at the medical institution concerned. Accordingly, it is important to ensure that there is always smooth 
communication between medical institutions and pharmacies.

○  In order to prevent medical adverse events, it is crucial for patients and their families to receive good 
explanations at pharmacies.

B) Outpatients/ward → pharmaceutical department (No.10 & 11)
No.10　  Event involving a mistake in the registration of an anticancer drug protocol
○  It would seem that the protocol was registered as “once a week for three weeks” instead of “once every three 

weeks” because of an input error. In order to prevent this, would it not be better to prepare a list of known 
protocols and select from that list as required?

○  Once an erroneous protocol has been registered, is it not difficult to find any errors, particularly before it is 
used?

○  Clinical trials are flourishing and various clinical departments are participating in a variety of clinical trial 
groups, so the management of chemotherapy protocols by internal committees at medical institutions is 
becoming rather complex, and it would seem that the risk in terms of safety is increasing accordingly.
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No.11　  Event involving a mistake in the administration speed of an anticancer drug
○  It seems that the physicians, nurses and pharmacists each check the 5-FU administration speed, but such 

errors still slip through despite this.

○  Among pharmacists are some who, when protocols are being registered, can discuss these with the same 
level of knowledge as physicians who are experts in anticancer drugs, but there are not many pharmacists 
with such a high level of expertise, so currently it is difficult to ensure the involvement of a pharmacist 
with this kind of ability level at the chemotherapy implementation stage. It is hoped that pharmacists will 
hone their knowledge by participating in chemotherapy conferences and that physicians will cooperate in 
developing an environment that facilitates this.

○  The duties of a pharmacist are divided into stages, such as prescription audits and dispensing, so it is neither 
easy nor desirable for pharmacists to review everything during the downstream phase in order to check for 
mistakes made during the upstream phase. Moreover, there are concerns that, if every single trivial query is 
checked with the worker who dealt with the previous stage, it will reduce the credibility of staff members in 
terms of checking regarding queries.

○  Assuming that those involved in the two mistakes (filling out the schedule so that it looked as though 5-FU 
should be administered for three consecutive days, and indicating that the continuous infusion should be 
administered over 24 hours, when it should have been 46 hours) felt reassured because the check process had 
revealed the former, and their attentiveness consequently declined in regard to the latter, this is a common 
pattern found in mistakes.

○  This event occurred during an admission, but when providing outpatient chemotherapy, an infusion pump 
was used instead of the pressure infusion apparatus used when administering 5-FU, and the administration 
speed was wrong. Thus, there is a possibility that the causal factors behind the occurrence of this event 
include the fact that chemotherapy usually carried out as an outpatient procedure took place on the ward, and 
the fact that a different medical device was used from that utilized under normal circumstances.

○  It would be desirable to have an environment in which the pharmacist is involved in such processes as 
selecting and prescribing the anticancer drug on the ward, and can frequently ask the physician about any 
queries in regard to the prescription, but one cannot say that this is practical at present, because the number 
of pharmacists is limited.

C) Operating theater → ward (No.12)
No.12　  Event in which a drug was administered via a peripheral vein at a concentration 

suitable only for administration via a central vein
○  In the process of transferring the patient from the operating theater to the ward, there is a possibility that 

multiple physicians will be involved in giving and carrying out orders for drugs.

○  More specifically, even if there were various physicians involved in this event, such as the attending physician, 
the surgeon, and the physician who wrote the order for the administration of the drug via a peripheral vein on 
the Precision Infusion Order Sheet, it is important to analyze their respective roles, as there is a possibility 
that the causes of the occurrence might be discovered from this.

○  Moreover, this event was triggered by the fact that there was no central venous line, which should have been 
secured, so this is also a causal factor. Thus, would it not be wise to perceive this problem as stemming from 
more than simply the concentration of the drug?

○  If the precautions concerning the concentration of Gabexate Mesilate were written on the injection order, the 
order sheet, and the syringe containing the drug being administered, it would likely be effective in terms of 
adding to the media to be checked as part of the measures to prevent recurrence.

(iii) Errors in clinical handover of information between clinical departments
A) Radiology department → hematology department
No.13　  Event in which drug allergy information was not handed over



2. Individual Theme Review by the Expert Division

III 

- 193 -

○  The fact that the staff member involved did not know how to enter details of drug allergies on the ordering 
system was cited as one of the background and causal factors involved in this event; in light of the fact that 
the improvement measures are focused on entering allergy information into the ordering system, it is vital 
that education be provided concerning how to use the system.

○  In terms of the causal factors in cases in which information about drug allergies has not been handed over, it 
is generally important to consider 1) whether there is an awareness of allergy information and whether this 
has been handed over; and 2) the degree of reliability of the allergy information. In particular, with regard 
to the latter, even if there is an indication that the patient has an allergy, it is not necessarily the case that 
everything is contraindicated. This is actually an issue that should be judged on the basis of a comparison of 
the risks and benefits, and the reliability of the allergy information.

○  The physician’s judgment is crucial, because the content of the drug administration guidance provided by 
the pharmacist will depend on the conclusions drawn by the physician regarding the degree of reliability of 
the allergy information.

○  If old allergy information is judged not to be sufficiently reliable as to be passed on as allergy information, 
that information might not subsequently be passed on.

○  It is important to stipulate the level of accuracy. It is vital to have rules and techniques for recording 
information about truly dangerous allergies in such a way that it can be recognized as being critical.

○  If the accuracy is clarified in this way, it would be effective to synchronize patient information with the 
master drug system and ensure that drugs to which the patient is allergic cannot be prescribed.

○  It is also important to delete allergy information that has a low level of accuracy. It seems that the existing 
treatment information system is not being utilized in this way.

(iv)  Errors in clinical handover of information between a clinical department and a functional 
division (No.14)

A) Department of internal medicine → endoscopy room
No.14　  Event in which drug allergy information was not handed over
○  There is room for improvement in terms of the fact that the information on the examination request form 

stating “no anticholinergics” was not checked adequately.

○  At the same time, as pointed out in case No.13, it seems that if notes could be appended concerning the level 
of accuracy of the information and the event that resulted in the allergy information being added, it would 
be possible to provide more information to those involved in examinations.

○  It is important to ensure that there are alerts, in order to ensure that patients do not unthinkingly circle all of 
the “No” answers on a medical history form.

(d)  Content of information and medium used for handover in events related to clinical 
handover between facilities, etc. of information concerning drugs

The content of information and the medium used for handover differs according to differences in the body 
concerned, as indicated in Fig. III-2-1. These details have been analyzed and are shown below.

(i)  Content of information and medium used for handover in errors in clinical handover of 
information between facilities

A)  Content of information and medium used for handover between the other facility and the 
facility in question

In terms of the content of the information and the medium used for handover between the other facility and 
the facility in question, details of the prescription stated in the referral letter were the most common, but there 
were also cases in which the actual drugs brought to the facility in question by the patient upon admission 
constituted the information about the drugs being taken by the patient. Moreover, there were cases in which the 
facility in question sought to supplement this information by such means as interviewing the patient.
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B)  Content of information and medium used for handover between the facility in question 
and the dispensing pharmacy

The content of the information and the medium used for handover between the facility in question and the 
dispensing pharmacy was the prescription issued by the facility in question.

(ii)  Content of information and medium used for handover in errors in clinical handover of 
information between divisions or departments

A)  Content of information and medium used for handover between the outpatients section 
and the ward

In terms of the content of the information and the medium used for handover between the outpatients section 
and the ward, outpatient medical records (electronic or paper-based medical records) were used to communicate 
such information as drug allergies and contraindications, and details of prescriptions for drugs prescribed by 
the outpatient physician (prescription medication and its usage and dosage, and changes in the usage and 
dosage of such medication).

B)  Content of information and medium used for handover between the outpatients section / 
ward and the pharmaceutical department

The content of the information and the medium used for handover between the outpatients section or ward 
and the pharmaceutical department included prescriptions for drugs (the reported events involved anticancer 
drugs) and protocols for chemotherapy registered with the pharmaceutical department.

C)  Content of information and medium used for handover between the operating theater and 
the ward

The content of the information and the medium used for handover between the operating theater and the ward 
included handovers from the theater nurses to the ward nurses and the operative notes, nursing records and 
injection prescriptions handed over at that time, recording such details as drugs and administration speeds, as 
well as the details written on the surface of syringes.

D) Other
The dilution conditions of drugs being administered via continuous infusion were handed over between the 
emergency and critical care center and the HCU.

(iii) Content of information and medium used for handover between clinical departments
The content of the information and the medium used for handover between clinical departments included 
information about drug allergies and contraindications detailed in medical records from the department 
requesting treatment, nursing records, patient information forms compiled by pharmacists, and past summaries.

(iv)  Content of information and medium used for handover between the clinical department 
and the functional division

The content of the information and the medium used for handover between the clinical department and the 
functional division included information about contraindicated drugs recorded in examination request forms 
compiled by the clinical department requesting the examination.

Fig. III-2-4 provides a summary of the content of information and medium used for handover between the 
various bodies, both within and outside each medical institution, as specified in the aforementioned reported 
events.
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Fig. III-2-4　Content of Information and Medium Used for Handover
Details of information handover 

& flow of information Information medium & content

Error in clinical handover of information between facilities
Other facility → facility in 
question

Details of the prescription stated in the referral letter Medications brought to the facility in 
question by the patient upon admission, etc.

Facility in question → 
dispensing pharmacy Prescription

Error in clinical handover of information between divisions or departments

Outpatients → ward

Information about drug allergies and contraindications recorded in the outpatient medical 
records (electronic/paper-based medical records)
Details of prescriptions prescribed by the outpatients section (prescription medication and 
its usage and dosage, changes to the usage and dosage of prescription medication)

Outpatients/ward → 
pharmaceutical department

Drug prescription (reported events involved anticancer drugs)
Chemotherapy protocols registered with the pharmaceutical department

Operating theater → ward
Handovers from the theater nurses to the ward nurses and the information handed over at 
that time (operative notes, nursing records and injection prescriptions recording such details 
as drugs and administration speeds, as well as the details written on the surface of syringes)

Emergency and critical care 
center → HCU Dilution conditions for drugs being administered via continuous infusion

Error in clinical handover of information between clinical departments
Psychiatric department → 
dermatology department
Radiology department → 
hematology department

Information about drug allergies and contraindications detailed in such documents as 
medical records from the department requesting treatment, nursing records, patient 
information forms compiled by pharmacists, and past summaries.

Error in clinical handover of information between a clinical department and a functional division
Department of internal 
medicine → endoscopy room Information about contraindicated drugs detailed on examination request forms

*Arrows indicate the direction of the flow of information.

(e) Factors impeding clinical handover of information
Events involving information not being handed over can be broadly classified into 1) events in which the flow 
of information was disrupted; 2) events in which information that had been misunderstood was handed over; 
and 3) events in which the flow of information was disrupted and the information was misunderstood (Fig. 
III-2-5).

The volume of information reported is actually limited, so it is not possible to classify it with the greatest 
accuracy, but based on the information that has been reported, events have been divided into those that were 
mainly due to the flow of information being disrupted, those that were mainly due to the misunderstanding 
of information, and those in which both are thought to have been involved; the number of cases for each type 
and the reasons for the disruption or misunderstanding are shown in Fig. III-2-6 and Fig. III-2-7. In particular, 
the reasons why the flow of information was disrupted or information was misunderstood all demonstrate the 
importance of checking medical records, recording or entering information in the designated place in those 
records, and providing accurate orders and reports, which suggests that the reported medical adverse events 
were preventable.

Fig. III-2-5 The Flow of Information Handover as Seen from the Reported Events

　　

① Handover of correct information
② Handover of information disrupted
③ Handover of incorrect information
A, B Facility, division, department
X Correct information
Y Incorrect information
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Fig. III-2-6 Reasons Why Information Was Not Handed Over

Details of information handover & flow of information

Mainly due 
to the flow of 

information being 
disrupted

Mainly due to the 
misunderstanding 

of information

Due to both 
the flow of 

information being 
disrupted and the 
misunderstanding 

of information

Total

Number of events Number of events Number of events
Error in clinical handover of information between facilities 10 9 0 19

Other facility → facility in question 10 7 0 17
Facility in question → dispensing pharmacy 0 2 0 2

Error in clinical handover of information between divisions 
or departments 4 3 3 10

Outpatients → ward 4 1 0 5
Outpatients/ward → pharmaceutical department 0 1 1 2
Operating theater → ward 0 1 1 2
Emergency and critical care center → HCU 0 0 1 1

Error in clinical handover of information between clinical 
departments 2 0 0 2

Psychiatric department → dermatology department 1 0 0 1
Radiology department → hematology department 1 0 0 1

Error in clinical handover of information between a clinical 
department and a functional division 0 0 1 1

Department of internal medicine → endoscopy room 0 0 1 1
*Arrows indicate the direction of the flow of information.

Fig. III-2-7 Content of Information and Medium Used for Handover
*Arrows indicate the direction of the flow of information.

Details of information handover & flow of 
information

Reason why clinical handover of 
information was disrupted

Reason why the information was 
misunderstood

Error in clinical handover of information between facilities

Other facility → facility in question

•  Not entered in the designated field on the 
record

•  Treatment terminal not checked
•  Treatment information form, etc. not 

checked
•  No treatment information form
•  Not reported to the physician
•  Not noted on the medical records
•  Drug bag not checked

•  Error in interpreting a prescription
•  Prescription error
•  Double dose prescription of the drug by the 

other facility
•  Drug audit error
•  Error when preparing to distribute the drug
•  Error in checking the medicines brought in 

at hospitalization

Facility in question → dispensing pharmacy •  Error in interpreting a prescription
•  Dispensing error

Error in clinical handover of information between divisions or departments

Outpatients → ward

•  Allergies box on the electronic medical 
record not checked

•  Allergy information not checked with the 
patient

•  Problem with the electronic medical  
record (Note 1)

•  Not noted on the clinical card
•  Information not handed over from the 

outpatients section to the ward
•  Prescription records on the medical 

information system not referred to
•  Drugs prescribed and administered based 

only on information disclosed by the patient
•  Order amended by the outpatients section 

but not conveyed to the ward

•  Prescription error (usage error)

Outpatients/ward → pharmaceutical 
department

•  Chemotherapy protocol not ordered
•  Outpatient attending physician was away 

on business and the chemotherapy protocol 
could not be checked with another physician

•  Wrong chemotherapy protocol recorded 
with or ordered from the pharmaceutical 
department

Operating theater → ward

•  Fact that a CV line had not been secured not 
reported to the attending physician

•  Drugs administered without checking 
queries concerning the handover and details 
communicated thereafter

•  Lack of knowledge concerning drug side-
effects

Emergency and critical care center → HCU •  No handover due to being in a hurry •  Answered “Yes” when the wrong dilution 
conditions were checked

Error in clinical handover of information between clinical departments
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Psychiatric department → dermatology 
department
Radiology department → hematology 
department

•  No allergy information recorded on the 
previous admission summary

•  Allergy information not reported to the 
treating department

Error in clinical handover of information between a clinical department and a functional division

Department of internal medicine → endoscopy 
room

•  Examination request form not checked •  Judgment concerning whether or not drugs 
were contraindicated based solely on 
information from the medical history form

(Note 1) Ordered from the set menu rather than the injection ordering system, so it was not possible to see details of contraindications.

(2) Analysis of Medical Adverse Events Related to Clinical Handover Between 
Facilities of Information Concerning Drugs

(a) Occurrence status
The 26th Quarterly Report tabulated and analyzed 20 medical adverse events related to clinical handover 
between facilities of information concerning drugs that were reported between October 2004 and June 30, 
2011, with a particular focus on clinical handover of information between facilities, such as another medical 
institution → the facility in question and the facility in question → dispensing pharmacy.

(b)  Introduction to specific examples of medical adverse events related to clinical handover 
between facilities of information concerning drugs

Focusing on those reported events involving errors in clinical handover of information between facilities, 
the main reported events are shown in Fig. III-2-8, with the addition of more specific information about the 
interaction between the two bodies.

No. Severity of 
event

Flow of 
information Details of event Background and 

causal factors
Improvement 

measures

1
Low potential 
of residual 
disability

Other facility 
→ facility in 
question

The previous physician’s prescription specified 
the weight, but the physician concerned assumed 
that it specified the titer (the hospital in question’s 
standard practice was to prescribe in terms of 
titer) and issued a prescription accordingly, 
resulting in an overdose.

The referral letter 
was not checked 
adequately.
There was insufficient 
awareness among staff 
members of standard 
practice at the hospital 
in question.

•  Educating the 
physicians.

2
Low potential 
of residual 
disability

Other facility 
→ facility in 
question

The previous physician had written Aleviatin 
10% powder 1.8g on the referral letter, so it was 
prescribed as 1800mg, without alteration.

There was a lack of 
understanding of the 
difference between 
prescribing by titer 
and by weight.
The physician involved 
ignored an inquiry 
from the pharmacist.

•  Carefully reading 
the package inserts 
for drugs being 
prescribed for the 
first time.

•  Providing education 
about the difference 
between titer and 
weight.

3 Unknown
Other facility 
→ facility in 
question

On the day of the patient’s transfer to the 
hospital in question, the patient was to continue 
the oral medication prescribed by the previous 
physician, but instead of giving an order for 
the administration of the immunosuppressant 
Rheumatrex 2mg once a week in the morning 
and evening, the physician mistakenly issued a 
prescription for administration on consecutive 
days.
Overlooking the fact that it was a drug with a 
special administration method, which could not be 
administered on consecutive days, the pharmacist 
dispensed the drug to the ward, resulting in an 
overdose, as the nurse also failed to notice the 
mistake.

Lack of knowledge 
concerning drugs.
The pharmacist was 
only involved with 
medicines brought in 
at hospitalization in 
a limited number of 
cases.

•  Ensuring widespread 
awareness of drug 
information.

•  Acquiring 
knowledge 
concerning drugs.

•  Restructuring 
to ensure active 
involvement by 
pharmacists in 
matters concerning 
medicines brought in 
at hospitalization.
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No. Severity of 
event

Flow of 
information Details of event Background and 

causal factors
Improvement 

measures

4
Low potential 
of residual 
disability

Other facility 
→ facility in 
question

While admitted, the patient became febrile, with a 
temperature around 39°C; as a result of a thorough 
examination, s/he was diagnosed with cholangitis. The 
case was discussed in a departmental conference and the 
administration of antibiotics was deemed to be necessary.
The physician selected Sulperazon and issued the 
infusion order to the nurse. The nurse began the infusion 
of Sulperazon 1g + normal saline 100mL via a peripheral 
venous line that had been maintained with a heparin lock, 
and then left the patient to attend to another patient.
The patient experienced numbness of the upper limbs 
immediately after the infusion commenced, and then 
began to suffer abdominal pain, so s/he pressed the nurse 
call button. Hearing the symptoms described by the 
patient, the nurse who had answered the patient’s call at 
once immediately halted the Sulperazon infusion and 
reported the situation to the physician.
When the physician hurried to see him/her, the patient 
was lucid and could speak. Having been informed by the 
patient that s/he had experienced the same symptoms 
when being administered antibiotics by the previous 
physician, the physician checked and ascertained that the 
previous physician had discovered that the patient was 
allergic to Sulperazon.
While the nurse was out of the patient’s room attending to 
another patient, the patient in question tried to get to the 
toilet unaided, but fell over on the way there. The nurse 
and physician hurried to the patient and found that s/he 
was lucid and could speak, but was sweating a great deal 
and his/her whole body appeared somewhat flushed. The 
patient’s blood pressure was 66/30mmHg, with a heart 
rate of 130bpm, and s/he was found to have a laceration 
measuring approximately 2cm on the back of the head, 
but although there was a small amount of bleeding, it 
was determined that there was no need to suture it. The 
patient did not experience any problems in terms of limb 
movement or sensation, and there were no other obvious 
neurological findings.
The patient received an intravenous injection of 
Hydrocortone for the allergy and was kept under 
observation, whereupon his/her condition gradually 
improved.

The patient was 
found to have had an 
allergic reaction to the 
antibiotics used while 
admitted under the 
previous physician, 
and the name of the 
antibiotic in question 
was written on the 
referral letter.
The physician at the 
time of the previous 
admission had entered 
the details on the 
treatment terminal, but 
had not completed the 
relevant column on the 
paper record.
The fact that, during 
the current admission, 
the patient was under 
the care of a different 
physician from the 
one who had treated 
the patient during the 
previous admission and 
outpatient visits is also 
thought to have been a 
factor.
An allergy warning 
was displayed on the 
treatment terminal and 
the temperature chart, 
but it was difficult to 
see this, so it was not 
checked.
It was also considered 
during a conference, 
but adequate warnings 
concerning the 
existence of the allergy 
were not provided. 
Moreover, information 
was not shared with the 
nurses.

•  Ensuring 
widespread 
awareness of 
allergy warnings 
on the treatment 
terminal among 
staff within the 
department.

•  Considering 
ways to make the 
allergy warnings 
more conspicuous 
in future.

•   If the patient’s 
vital signs had 
been checked 
when the allergy 
occurred and 
the medical staff 
had observed 
the patient’s 
condition, without 
leaving his/her 
side, there is a 
possibility that the 
fall might have 
been avoided.

5 Unknown
Other facility 
→ facility in 
question

The patient was transferred from another medical 
institution; Primary Nurse A dealt with the medicines 
brought in at hospitalization, preparing the dose to be 
taken at lunchtime that day, and then went on his/her 
break.
Nurse B, who took over from him/her, checked that 
the patient had finished his/her meal and then gave the 
patient the prepared lunchtime medication.
Nurse A returned from his/her break and checked the 
number of doses remaining in the medicines brought in 
at hospitalization, but found that the numbers did not 
match. When s/he then checked the form detailing the 
oral medication from the hospital before the patient was 
transferred, it stated that the patient had already taken the 
lunchtime dose for that day and s/he discovered that the 
patient had received an overdose.

The handover of 
the patient was not 
adequate.
The nurse neglected to 
check the prescription 
when giving the patient 
the medication.

•  Ensuring 
thorough checks 
are carried out.

•   Ensuring 
that drug 
administration 
takes place in 
accordance with 
the rules.

6 No disability
Other facility 
→ facility in 
question

The patient had been admitted with a referral letter from 
another medical institution.
The physician checked the referral letter and decided 
to continue the medicines brought in at hospitalization. 
The physician checked these with the patient, submitted 
the medicines brought in at hospitalization to the 
pharmaceutical department for identification, along 
with the explanation form, and then left the patient to be 
managed by the nurses.
The day after admission, the patient said “Don’t I need 
to take my blood pressure medication?” and presented a 
different medicine brought in at hospitalization; thus, it 
was discovered that the patient had not taken some of the 
drugs for which the continuation order had been issued.
The physician checked only with the patient and did not 
confirm the information against the referral letter.

The physician checked 
the drugs with the 
patient him/herself, but 
did not check against 
the referral letter.

•   Ensuring that 
drugs are checked 
against the 
referral letter, 
even if the patient 
gives a definite 
answer.
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No. Severity of 
event

Flow of 
information Details of event Background and 

causal factors
Improvement 

measures

7 No disability
Other facility 
→ facility in 
question

The referral letter stated that the patient was positive 
for Group B Streptococcus and this was also noted in 
the relevant column on the medical record. Despite the 
fact that both the referral letter and the outpatient pre-
examination card stated that the patient had a penicillin 
allergy, this was not noted on the medical record.
At around 02:00, the patient’s abdominal tension 
increased, so the obstetrics ward at the hospital in 
question was contacted by telephone. Midwife C, who 
took the call, ordered the patient to remain at home until 
she was experiencing periodic uterine contractions and to 
phone back again once these began. Just after 08:00, the 
patient came directly to the ward, without phoning first.
There were already two women whose labor was 
progressing, one of whom seemed likely to deliver quite 
soon, so Midwife C, who had been on the late-night shift, 
dealt with the patient, rather than the day shift midwife. 
At 09:00, Midwife C completed the medical history 
form for admissions, which details such matters as past 
medical history. In doing so, the midwife heard from the 
patient that she had a penicillin allergy and noted this 
in the obstetrics department database summary in the 
admission medical records.
A handover for the shift change usually took place 
from 08:30, but the midwife was busy with the patient 
in question at precisely this time. The physicians also 
gathered for a meeting at which the duty physician gave a 
report about the previous night, and they decided on the 
courses of treatment for that day, but as the patient was 
admitted at precisely the time that the meeting was taking 
place, the information could not be communicated to the 
physician. At around 09:30, Midwife C handed over to 
Midwife D. Midwife D, who was on the day shift in the 
delivery room, was told that the patient had a penicillin 
allergy, but this fact was only conveyed verbally, while 
carrying out other tasks. Physician E, who had been 
dealing with the ward until the patient under his/her 
charge went into surgery, was called. The patient came 
directly to the ward, rather than going via reception, so 
the admission procedures were delayed and the outpatient 
medical records only arrived in the delivery room at 
09:40. Physician E ascertained from the medical records 
that the patient was positive for Group B Streptococcus 
(s/he did not check the referral letter). Midwife D had 
checked the results of the vaginal secretion culture 
examination on the electronic medical record, but as the 
test results at the hospital in question were negative, s/he 
communicated this by telephone to Attending Physician 
A (the senior physician above Physician E). Physician A 
did not have the medical records to hand and s/he had 
only a vague recollection of the patient, so speaking 
in general terms, s/he responded that if the medical 
record stated that the patient was positive of Group 
B Streptococcus, she should be given an intravenous 
infusion of penicillin to prevent birth canal infection. 
Physician E carried this out at 10:00. Immediately 
before administering the infusion, the necessity of 
giving antibiotics to prevent neonatal GBS infection was 
explained, but it was not explained that penicillin would 
be administered, and the patient was not asked again 
about her history of drug allergies. Three days after 
delivery, a rash appeared on the patient’s abdomen. When 
Physician E questioned the patient about her medical 
history at this point, suspecting an allergic reaction, s/he 
discovered that the patient had a penicillin allergy.

The physician who had 
the first consultation 
with the patient had not 
written the drug allergy 
information from the 
referral letter and 
medical history form on 
the record.
The next physician 
noted that it had 
been seen by a senior 
physician, so did not 
check it.
The parties involved 
made judgments based 
solely on the record and 
neglected to check the 
patient’s medical history 
immediately before 
administering the drug. 
With regard to 
the midwives, the 
patient was being 
dealt with at the time 
of the shift change 
and it was a hectic 
situation, so there was 
inadequate handover of 
information.

•  Improving the 
medical records 
and, as the 
outpatient and 
ward physicians 
are not necessarily 
the same, making 
improvements 
to ensure that 
the information 
that should be 
handed over can 
be conveyed 
accurately and 
in an easily-
comprehensible 
fashion.

•  Ensuring that all 
staff members 
make effective use 
of the treatment 
precautions 
column on the 
medical records.

•  Ensuring that 
staff members 
check with the 
patient him/
herself whether or 
not s/he has any 
drug allergies, 
immediately 
before 
administering any 
drugs.

•  Promoting 
the sharing of 
information 
among physicians 
and nurses.
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No. Severity of 
event

Flow of 
information Details of event Background and 

causal factors
Improvement 

measures

8

Low 
potential 
of residual 
disability

Other facility 
→ facility in 
question

The patient had undergone endoscopic nasal surgery in 
the otorhinolaryngology department for chronic sinusitis; 
after surgery had ended, before the patient awoke from 
the general anesthesia, s/he was administered 50mg of 
flurbiprofen axetil intravenously for the purpose of post-
operative analgesia.
Subsequently, the patient was extubated, as s/he was 
waking up well from the anesthesia, and after the medical 
team checked to ensure that his/her cardiovascular and 
respiratory conditions were stable, s/he was moved to the 
recovery room in the department of surgery. The patient 
was monitored there for a further 15 minutes, his/her 
cardiovascular and respiratory conditions were checked 
again to ensure that they were still stable, and s/he was 
then returned to the ward.
However, while waiting for the elevator in the ward 
elevator hall after leaving the department of surgery, 
the patient gradually began to demonstrate respiratory 
distress and his/her SpO2, which was being monitored, 
declined to around 90%. The otorhinolaryngologist 
who was supervising the patient on the way back to his/
her room immediately judged that this was an asthma 
attack and oxygen was administered while the patient 
was being returned to his/her room. Immediately after 
arrival in the patient’s room, oxygen and Hydrocortone 
300mg were administered, along with a Sultanol Inhaler, 
and the patient’s condition improved rapidly. Dyspnea 
also developed on the first day post-operatively, so 
steroids, Neophyllin oral medication, Tulobuterol Tape 
and salbutamol inhalation were administered and the 
symptoms resolved. The patient experienced no further 
breathing problems thereafter, nor did any aftereffects or 
new complications develop.
The patient had a previous history of mild dyspnea when 
taking Bufferin orally, and the previous physician pointed 
out in the referral letter to the otorhinolaryngology 
department that the patient had suspected aspirin-
induced asthma. However, during the pre-operative 
diagnosis, the anesthesiologist had not read the referral 
letter attached to the clinical card, and when taking the 
history from the patient, there was no clear relationship 
between the Bufferin taken orally and the dyspnea, so 
the anesthesiologist administered flurbiprofen axetil 
for post-operative analgesia. It was thought that the 
asthma attack believed to have stemmed from its 
administration occurred more than 20 minutes after the 
drug was administered. However, the patient was fitted 
with a monitor, so the problem was noticed immediately 
and dealt with swiftly, preventing life-threatening 
consequences, and the condition resolved with treatment.
After the condition resolved, the patient and his/
her family were told about what had happened and 
the aspirin-induced asthma diagnosis, and that it was 
strongly suspected that the patient had a predisposition 
to this. It was explained to them that caution would be 
required in future when the patient needed drugs such 
as analgesics, and that they must always inform medical 
institutions about this, without fail.

The patient’s suspected 
predisposition to 
aspirin-induced asthma 
was noted on the 
referral letter from the 
previous physician, but 
this was only attached 
to the clinical card, 
and clinical handover 
of information at the 
time of admission was 
inadequate.
Accordingly, post-
operative analgesia 
was prioritized and 
the analgesic was 
administered.

•  Giving 
consideration 
to ensuring that 
information such 
as the patient’s 
history and 
predispositions 
is handed over 
accurately. 
Accordingly, if 
there is any kind 
of important 
information, a 
mark shall be 
placed on the 
cover of the 
record, to show 
that particular 
caution is 
required.
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No. Severity of 
event

Flow of 
information Details of event Background and 

causal factors
Improvement 

measures

9
No potential 
of residual 
disability

Other facility 
→ facility in 
question

A pediatric patient admitted for treatment of pneumonia 
was treated with an infusion of the antibiotic Meropen for 
four days.
The condition subsequently resolved and the patient was 
discharged, but s/he sought a consultation at a different 
medical institution due to developing severe agitation the 
following day.
It was explained by the physician at the other hospital 
that the patient had been treated with Meropen while 
taking anticonvulsants, so there was a possibility that the 
patient’s blood concentration of sodium valproate had 
decreased, causing agitation.
When the hospital in question carried out an investigation 
after receiving a report about the patient’s treatment and 
progress from a family member, it was ascertained that 
the patient had been taking the anticonvulsants brought 
in at hospitalization while admitted. The fact that the 
patient was taking anticonvulsants was noted on the 
record at the time of admission, but the physician had not 
understood the situation in relation to the patient’s oral 
medication.

Direct cause: Meropen 
(a penem antibiotic), 
which is contraindicated 
for combined 
administration with 
sodium valproate, was 
administered without 
noticing that the patient 
was taking sodium 
valproate.
Fundamental problem: 
The physician thought 
that a penem antibiotic 
could be administered 
to a patient who 
was taking sodium 
valproate.
Background factor: 
The pediatric patient 
usually attended a 
nearby facility, where s/
he had been prescribed 
an anticonvulsant, 
but the hospital in 
question was close to 
the patient’s home and 
the facility s/he usually 
attended could not deal 
with emergencies at 
night, so the patient was 
examined at the hospital 
in question when his/
her condition suddenly 
changed.
While admitted, 
the pediatric patient 
was taking the 
medicine brought in 
at hospitalization, 
which had not been 
prescribed by the 
hospital in question, 
under the supervision 
of his/her mother. The 
fact that the patient 
was taking sodium 
valproate was noted in 
the referral letter from 
the other facility and 
the history of present 
illness column in the 
record, but the physician 
had not understood 
this. Moreover, the 
hospital in question 
did not have a system 
for the management 
by the pharmaceutical 
department of 
medicines brought 
in at hospitalization 
or for checking 
contraindications 
for combined 
administration using 
electronic medical 
records.

•  Ensuring that, 
when using 
antibiotics, 
staff members 
confirm without 
fail whether or 
not the patient is 
taking sodium 
valproate, as there 
is a possibility 
that patients with 
cerebral palsy 
or epilepsy are 
taking it.

•  Refraining from 
the use of penem 
antibiotics, as a 
general rule, as 
even if patients 
are not currently 
taking sodium 
valproate, there is 
a possibility that 
it might be used in 
the future.

•  Establishing 
a system for 
controlling or 
checking the 
administration 
of medicines 
brought in at 
hospitalization. 
For example, 
prohibiting the 
use on the ward 
of medicines 
brought in at 
hospitalization. 
Alternatively, 
considering and 
establishing a 
system that would, 
in the event that 
the patient is 
taking medicines 
brought in at 
hospitalization, 
make it 
possible for the 
pharmaceutical 
department to 
manage this via 
the electronic 
medical record 
and check for any 
contraindications 
for combined 
administration.

10

High 
potential 
of residual 
disability

Other facility 
→ facility in 
question

The patient was transferred to another medical institution 
due to amiodarone pulmonary toxicity, but when s/he 
was transferred back to the hospital in question after 
improving, the order to administer steroids was omitted.

The prescription was 
overlooked when 
transferring the patient 
and the other physician 
also failed to check this.

•  Developing 
a system for 
having multiple 
physicians check 
orders.

•  Developing an 
ordering system.
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No. Severity of 
event

Flow of 
information Details of event Background and 

causal factors
Improvement 

measures

11 No disability
Other facility 
→ facility in 
question

It was the day of admission and, when completing the 
patient interview sheet, Day Nurse A heard that the patient 
had brought the prescription from the department of 
internal medicine, but had left the drugs prescribed by the 
psychiatric department at home, so a family member of the 
patient was asked to bring the prescription medication from 
the psychiatric department in the evening.
Primary Day Shift Nurse B submitted the medicines 
from the department of internal medicine brought in at 
hospitalization to the pharmacy for a drug assay, but the 
drugs were all loose and there was no information, such as 
a medication handbook, so the pharmacist refused to carry 
out a drug assay. Nurse B contacted the patient’s family and 
told them to bring the medication handbook along with the 
drugs from the psychiatric department. At handover, Nurse 
B told Night Nurse C that the patient’s family would bring 
the drugs.
Nurse C took the psychiatric department drugs from the 
patient’s family, but the family member in question had 
forgotten to bring the medication handbook, so the drugs 
were left on the desk, without the content being checked.
On the first day after the date of admission, which was the 
date of surgery, Nurse C told Night Nurse D at handover 
that the medication handbook should be submitted for drug 
assay when it was brought in by the patient’s family. Nurse 
D and Nurse E saw Risperdal and Depas tablets scattered 
around. Nurse E asked Nurse F to submit them for drug 
assay.
With regard to the usage of the prescription from the 
psychiatric department, Pharmacist G saw “Take 4 times 
a day, after every meal and before going to sleep. For each 
dose, take two Risperdal 1mg tablets and two Depas 0.5mg 
tablets (two types in total)” printed on the drug bag from 
the dispensing pharmacy. The content of the psychiatric 
department prescription had been written in the medication 
handbook by the other dispensing pharmacy, but there were 
no details concerning the usage.
Pharmacist G packaged together the drugs from the heat-
sealed bags based on this usage and Pharmacist H audited 
them and sent them to the ward.
On the second day after admission - the day after surgery 
- Nurse I gave the patient the morning and lunchtime 
doses of Risperdal and Depas. Night Nurse J noticed that 
the patient was drowsy and finding it difficult to swallow, 
so s/he was unable to eat his/her meal or take his/her oral 
medication. The patient’s hands were trembling, so the 
nurse consulted Pharmacist K. Pharmacist K advised that 
there was a possibility of neuroleptic malignant syndrome 
if the psychoactive drugs were stopped suddenly. This 
was reported to the attending physician and Nurse J halted 
administration of the evening and nighttime doses of the 
oral medication.
On the third day after admission, in the morning, the patient 
was able to take the oral medication, so Nurse J gave it to 
him/her. The day nurse gave the patient his/her medication 
at lunchtime.
When a conference took place at the nurses’ station 
concerning the drowsiness, the Medical Safety Manager 
(Pharmacist L), who happened to be present, was consulted.
Suspecting an overdose, the Medical Safety Manager 
ordered Pharmacist M to inquire with the prescribing 
hospital and the dispensing pharmacy, and the nurse to 
inquire with the patient’s family.
As a result, it was ascertained that the actual usage was 
“take one tablet each of Risperdal and Depas once a day 
before sleeping”, and that the psychiatrist had prescribed an 
eight-month supply of eight times the usual dose.

The psychiatrist at the 
other medical institution 
prescribed eight times 
the usual dose of the 
drug with no limit on 
the number of days for 
which it was prescribed, 
while the dispensing 
pharmacy printed the 
drug bag with the same 
usage instructions as 
had been written on the 
prescription.
Not all of the 
prescriptions dispensed 
by the dispensing 
pharmacy were entered 
in the medication 
handbook and 
information about the 
patient’s medications 
was not being 
consolidated.
When receiving the 
medicines brought in 
at hospitalization, the 
staff member concerned 
just took them and did 
not check the contents 
with the patient’s family 
member or ask about 
them.
When carrying out 
the drug assay, the 
pharmacist had the 
preconceived idea 
that the psychiatric 
department always 
prescribed a large 
amount of psychoactive 
drugs, so did not 
question the amount.
When the nurse asked 
the pharmacist about 
the side-effects of the 
psychoactive drugs, 
the pharmacist made 
an assessment without 
the patient’s condition 
being adequately 
communicated 
or understood, 
so doubts about 
neuroleptic malignant 
syndrome arose and 
administration of the 
drugs continued.

•  Stipulating 
the questions 
to be asked of 
the patient or 
family member 
when medicines 
brought in at 
hospitalization 
are handed 
over, creating a 
checklist for these 
questions, and 
ensuring thorough 
adherence to 
the checklist of 
questions (such 
as what drugs 
the patient is 
currently taking, 
what drugs s/
he has stopped 
taking, and 
whether there 
are any drugs not 
being taken in 
accordance with 
the instructions on 
the drug bag).

•  Extending 
the period 
during which 
pharmacists are 
deployed on the 
ward (thorough 
implementation 
of on-ward 
management 
of medicines 
brought in at 
hospitalization, 
timely guidance, 
and participation 
in ward 
conferences, etc.)

•  Using drug cases 
and devising ways 
to make it easier 
to organize drugs 
when receiving 
medicines 
brought in at 
hospitalization.

12 No disability
Other facility 
→ facility in 
question

This was a patient who was admitted to one hospital, 
while receiving dialysis as an outpatient at another.
Although the patient should only have taken Risumic, 
which s/he had brought with him/her into the hospital, on 
the days on which s/he was receiving dialysis (three days 
a week), the patient was given it every day for four days.

The Medicines Brought 
in at Hospitalization 
Report contained a 
comment stating that the 
patient should take the 
drug on the days when 
s/he received dialysis.
However, this comment 
was not noted on the 
Medicines Brought 
in at Hospitalization 
Prescription (the 
physician forgot to 
write it down) and 
this omission was not 
noticed, so the patient 
was given the drugs on 
non-dialysis days too.

•  Ensuring thorough 
checks to identify 
any differences 
between the 
Medicines 
Brought in at 
Hospitalization 
Report and 
the Medicines 
Brought in at 
Hospitalization 
Prescription.

•  Telling physicians 
not to forget 
to transfer any 
comments onto 
the Medicines 
Brought in at 
Hospitalization 
Prescription.
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13

High 
potential 
of residual 
disability

Other facility 
→ facility in 
question

On the day of admission, both the 
physician and the nurse double-checked the 
medications that the patient had brought 
with him/her. There was no referral letter 
from the previous hospital.
There was no documentation, such as 
a medication handbook, detailing the 
medications that the patient was currently 
taking. The attending physician ordered that 
the patient continue to take the medicines 
brought in at hospitalization, which had 
already been checked. The physician 
was aware that the patient had previously 
undergone stent insertion, had been taking 
Bayaspirin (an antiplatelet drug), and had 
stopped taking it because of suffering 
a drug eruption while being seen as an 
outpatient. However, the physician was 
unaware that the patient was also taking 
Plavix (an antiplatelet drug) and Cerocral 
(a cardiovascular drug), which had been 
prescribed by the previous hospital.
Those drugs were not among the medicines 
brought in at hospitalization that were 
checked on the day of admission.
The patient was not administered Plavix 
and Cerocral, which he had been taking 
until admission, for four days. On the fifth 
day of admission, the patient’s speech 
became infrequent from the early morning. 
The duty physician from the department of 
respiratory medicine examined him before 
10:00 and determined that he had become 
hypoxic. The patient’s oxygen inhalation 
was adjusted. A member of the patient’s 
family came to see him at lunchtime and 
dinnertime, and felt that his condition was 
strange. At around 17:00, the patient’s 
family member told the primary day shift 
nurse that she felt that something was 
wrong and asked the nurse to report this 
to the physician. The primary day shift 
nurse had felt that the patient was somehow 
different from usual, but as he had already 
been examined and treated in the morning, 
and as the nurse did not feel it to be as 
urgent as the patient’s wife, because there 
was no great change from the patient’s 
condition in the morning, the nurse told 
the patient’s wife that “It’s a holiday, so 
we’ll have him examined by the attending 
physician tomorrow.”
The evening nurse felt that there 
were changes in the patient’s level of 
consciousness, and fitted him/her with a 
biomonitor. The nurse noticed conjugate 
eye deviation to the left and left upper and 
lower limb paralysis, and reported this to 
the duty physician. The duty physician 
was in the middle of dealing with a patient 
in the emergency room, so s/he ordered 
that a blood vessel be secured and then 
examined the patient. As a result of an 
MRI of the head, multiple cerebral emboli 
were identified. It was stated that the heart 
medication had been returned by the 
patient’s family, so he had not been taking 
it.

No referral letter was issued by the 
previous hospital, so the content of 
the prescription from the previous 
hospital was unclear. (The patient 
had undergone an examination at the 
hospital in question without having 
been referred by the previous hospital) 
It was not possible to check whether the 
medicines brought in at hospitalization 
corresponded to the prescription from 
the previous hospital.
Accordingly, the attending physician 
and nurse checked only the actual oral 
medication delivered by the patient’s 
family. There was also a risk of drugs 
being overlooked or mistakes being 
made.
There were staffing shortages among 
the pharmacists, so it was not possible 
to provide drug guidance at the time of 
admission.
There is no system of pharmacist 
checks of medicines brought in at 
hospitalization.
The patient was concurrently suffering 
from pneumonia and the slowness 
of his responses (symptoms of a 
new complication: multiple cerebral 
embolism) was judged to be due to 
hypoxia caused by the effects of blood 
gas.
Multiple cerebral embolism: Due to 
an embolic shower, the symptoms that 
appeared differed from the typical 
symptoms of cerebral infarction, so it 
was difficult to infer from the slowness 
of responses in this case that the patient 
had suffered a cerebral infarction.
Plavix and Cerocral prevent arterial 
thrombosis, so they cannot be expected 
to be effective in preventing thrombi 
within the heart. Even if the patient had 
been taking these drugs, it is possible 
that the cerebral embolism from within 
the heart could not have been prevented. 
The causal relationship between the 
patient not taking these drugs and the 
occurrence of the cerebral embolism is 
weak.
The fact that the primary day shift nurse 
paid no attention to the patient’s family 
member when she said that something 
was wrong and made several requests 
for the patient to be examined by a 
physician served to deepen the patient’s 
wife’s mistrust of the hospital.
The primary day shift nurse judged that 
it was not urgent, as s/he had requested 
an examination in the morning and the 
situation had been dealt with, and there 
had been no major change since then. 
Accordingly, the family’s concerns 
were not addressed. Moreover, the 
nurse did not consult any other nurses, 
so no advice was sought and there was 
no follow-up with the patient’s family 
either.

•  Constructing 
a system for 
checking 
medicines 
brought in at 
hospitalization 
that also involves 
the pharmacist 
(considering 
methods that 
facilitate reliable 
checks of the 
medicines 
brought in at 
hospitalization. 
Working in 
partnership 
with the 
pharmaceutical 
department to 
develop rules 
concerning ways 
of checking, 
including 
intervention by 
pharmacists, 
by making it a 
general rule that 
drugs are checked 
against some form 
of documentation, 
such as the 
prescription, 
referral letter 
or medication 
handbook.)

•  Ensuring that 
staff members 
are aware that the 
word “strange” 
when used by a 
family member 
who sees the 
patient all the 
time should be 
treated as valuable 
information. 
Medical care 
is provided 
as a team, so 
reporting, liaison 
and consultation 
are vital. 
Accordingly, 
this will be 
disseminated to 
all staff members 
as Medical Safety 
Information, in 
order to ensure 
that there is 
no hesitation 
about reporting 
information to 
physicians and 
consulting other 
nurses.
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14 No disability
Other facility 
→ facility in 
question

The patient’s condition was being controlled by means 
of oral medication in the form of Depakene 800mg + 
Aleviatin 150mg.
At the time of admission, the patient brought with him/
her Depakene 800mg and a white powdered medicine. 
At the time of the pharmaceutical appraisal, the patient 
stated that, “The white powdered medicine is sour”, from 
which the pharmacist judged the powdered medicine to 
be Hicee. Based on the information in the pharmaceutical 
appraisal form and that received from the patient’s family, 
the physician switched to an in-house prescription for 
Depakene 800mg and Hicee.
At 02:10, the patient was discovered in the toilet, having 
fallen over. The patient was lucid. The patient’s right arm 
was found to be trembling. At around 03:20, the patient 
completely recovered his/her psychomotor skills. The 
patient reported having suffered a seizure. In an urgent 
CT examination, there was a finding of prior cerebral 
contusion. Given the history of symptomatic epilepsy and 
the fact that the paralysis improved rapidly, it was believed 
to be an epileptic seizure.
When the hospital in question checked with the hospital 
that the patient usually attended, it was discovered that the 
white powdered medicines were Depakene R 800mg and 
Aleviatin 150mg (mixed with Hicee). Depakene R 800mg 
and two packets of Hicee were submitted for the drug 
audit at the time of admission, so the attending physician 
switched the patient from Depakene R and Hicee to the 
internal prescription, with the result that the patient was 
not prescribed Aleviatin for three days after admission.

The information about the 
anticonvulsants prescribed 
by the previous physician 
was not communicated 
appropriately to the 
patient’s mother, who was 
managing the medication, 
nor to the staff members at 
the facility.
The patient had higher 
brain dysfunction and his/
her cognitive abilities 
concerning the oral 
medication that s/he was 
taking were thought to be 
reduced, but despite this, 
the pharmacist checked 
only with the patient.
It is difficult to analyze 
powdered medicine, so the 
standard procedure was to 
seek further information or 
check with the facility that 
had prescribed this, but this 
process was omitted.
There are risks when 
switching medicines 
brought in at 
hospitalization to the 
internal prescription.

•  Checking whether 
there are any 
differences between 
the content of the 
medications listed 
on the referral letter 
and the patient’s 
own understanding 
thereof or the 
actual prescription 
medication, and 
ensuring that inquiries 
are made without fail if 
there are any doubts or 
queries.

•  Ensuring particular 
caution with regard 
to anticonvulsants 
when switching 
medicines brought in 
at hospitalization to the 
internal prescription. 
Moreover, considering 
the use of medicines 
brought in at 
hospitalization if the 
condition is controlled, 
taking into account 
the objective of the 
admission.

15 No disability
Other facility 
→ facility in 
question

It was the day of the patient’s admission for an 
examination due to jaundice, and a thorough examination 
was scheduled to begin the following day.
The patient had been referred by another medical 
institution, so had medicines brought in at hospitalization. 
The pharmacy was asked to identify them.
The nurse involved in this event arrived for his/her night 
shift. At handover, the day shift nurse said, “Identification 
of the drugs has been requested.” The prescription 
medication had been sent to the ward from the pharmacy 
following identification and had been laid out on the drug 
cart.
The patient’s name was on the drug cart, but, assuming 
that the drugs had not been prepared, the nurse did not 
check and failed to give the patient the doses of his/her 
drugs to be taken after dinner and before sleeping. During 
the night, when s/he checked the drug cart once more, s/
he realized that the patient had not been given his/her 
medication.

The fact that the 
medications had been 
placed on the drug cart was 
not communicated to the 
night nurse.
The night nurse did not 
check, even though the 
patient’s name was on the 
drug cart.
The nurse assumed that the 
drugs had not been brought 
up yet.

•  Ensuring thorough 
checks of the drug cart.

16 No disability
Other facility 
→ facility in 
question

The patient had been transferred from another medical 
institution and had medicines brought in at hospitalization 
that had been prescribed by the previous physician. 
There was an order from the physician that the patient 
should continue taking the medicines brought in at 
hospitalization, which was communicated to the pharmacy 
staff member in charge of medicines brought in at 
hospitalization, but as the pharmacy would not be able 
to deliver the medicines in time for the dose to be taken 
after lunch, the nurse was told that the patient should 
take the medicines brought in at hospitalization for that 
dose and s/he checked the drugs with another nurse. 
The patient had not brought any drug information or a 
treatment information form from the previous physician, 
and the latter was due to be posted a few days later, so 
there was nothing against which to check the patient’s oral 
medications; accordingly, they were checked on the basis 
of the drug bag and 1 Magmitt tablet and 3 prednisolone 
5mg tablets were given to the patient.
The pharmacist who had checked the medications brought 
in at hospitalization was contacted by telephone and 
advised that the 3 prednisolone 5mg tablets were to be 
administered for three days the following month.
When the bag in which the medications were held was 
checked, it was found that “MM-DD - × days (three days’ 
worth for a date the following month)” was written on 
the bottom left-hand side of the bag. This was reported 
to the physician and the follow-up involved an additional 
prescription for the three tablets that were lacking.

The drugs were checked at 
a busy time, before lunch.
There were no documents 
that could be used to 
check the drugs (drug 
information/treatment 
information form).
All that was checked was 
the note on the drug bag 
stating “after lunch”.

•  Checking every detail 
on the drug bag.

•  Ensuring that two 
people carry out the 
check, reading the 
information aloud.

•  Checking the purpose 
for which oral 
medication is being 
taken.

•  If possible, ensuring 
that documents (from 
the previous physician) 
that can be checked 
are brought with the 
patient.
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17 No disability
Other facility 
→ facility in 
question

The pharmaceutical department 
checked the medicines brought in 
at hospitalization. The patient was 
taking one 25mg tablet for epilepsy 
and, in the drug formulary at the 
hospital in question, the drug being 
taken by the patient was the same as 
Excegran (a zonisamide preparation 
used as an anticonvulsant). 
The physician checked this and 
prescribed one Excegran tablet.
Two weeks later, when seeking to 
prescribe it again, the physician was 
informed by the ward pharmacist 
that, “The standard Excegran tablet 
at this hospital is 100mg” and s/he 
realized that the patient had been 
administered an overdose for two 
weeks.

In this event, when the patient was admitted, 
the nurse took the medicines brought in at 
hospitalization from the patient, checked the 
number of drugs based on the prescription for 
oral medication written on the referral letter 
from the other hospital where the patient had 
been seen, filled in the hospital’s standard 
Request for Identification of Medicines Brought 
in at Hospitalization, and sent a request from 
the ward to the pharmaceutical department for 
confirmation of the medicines brought in at 
hospitalization.
The pharmacist drew up the List of Medicines 
Brought in at Hospitalization and Drug Order 
Sheet after checking the medicines brought in at 
hospitalization.
Of the medicines brought in at hospitalization, 
Trerief was not in the formulary at the hospital in 
question, so [×] was entered in the column on the 
List of Medicines Brought in at Hospitalization 
and Drug Order Sheet that was used to indicate 
whether or not that particular drug was in the 
hospital’s formulary, and the pharmacist used the 
Pocket Formulary to search for a drug with the 
same constituent (zonisamide). Seeing that the 
entry for Trerief had an arrow next to it pointing 
to “same: Excegran”, the pharmacist transcribed 
“same: Excegran” into the pharmacist’s 
comments column of the List of Medicines 
Brought in at Hospitalization and Drug Order 
Sheet and sent it to the ward.
When entering the prescription based on the 
List of Medicines Brought in at Hospitalization 
and Drug Order Sheet, although the standard 
100mg formulation of Excegran was displayed, 
the physician thought that one tablet was fine, 
because the list stated that the patient had been 
taking one Trerief tablet each day.
As it was a Saturday when the prescription was 
written for the first time, drug administration 
guidance by the pharmacist was not provided. 
The pharmacist who had identified the medicines 
brought in at hospitalization noticed the mistake 
at the time of the third prescription.

•  Altering the Manual 
on the Handling of 
Medicines Brought 
in at Hospitalization 
to stipulate that the 
specification should be 
noted.

•  Consulting the 
relevant specialist 
hospital department, 
if required, if the 
medicines brought in at 
hospitalization include 
drugs outside the staff 
member’s field of 
specialism.

•  Thoroughly checking 
the specification when 
entering prescriptions.

•  Ensuring that the 
nurse checks both the 
medicines brought in at 
hospitalization and the 
prescription at the time 
of the first prescription.

•  Amending the manual 
to ensure that the 
pharmacist intervenes 
promptly if an internal 
prescription is issued 
for medicines brought 
in at hospitalization.

18 No disability
Other facility 
→ facility in 
question

An appointment was made for an 
upper gastrointestinal endoscopy 
to be performed five months 
later. The patient was not taking 
anticoagulants at that time. At 
the end of the previous year, the 
patient was admitted to another 
medical institution due to an 
acute myocardial infarction. 
Subsequently, the patient began to 
take Bayaspirin. The patient came to 
the hospital without an appointment. 
S/he asked for the date of the 
upper gastrointestinal endoscopy 
appointment to be brought forward, 
due to stomach problems, and the 
date was changed. At that time, the 
date and time of the appointment 
was amended online, so a new 
consent form, which would have 
contained details of the patient’s oral 
medications, was not obtained. As a 
result, the physician performing the 
examination was not informed that 
the patient was taking Bayaspirin. 
Moreover, there was no proper 
handover between nurses. During 
the endoscopy, the patient developed 
Mallory-Weiss syndrome and the 
hemorrhage could not be stopped, so 
s/he was admitted.

The rules concerning the procedure when 
changing the dates of endoscopy appointments 
had not been clearly documented.
Biopsies are contraindicated when taking 
Bayaspirin, but endoscopies themselves are not. 
Even if the information about the patient taking 
Bayaspirin had been properly communicated, 
there would have been no change in the policy on 
performing the endoscopy. Consequently, there 
is thought to be no causal relationship between 
the flaws in clinical handover of information 
concerning the fact that the patient in this case 
was taking anticoagulants and the fact that the 
patient developed Mallory-Weiss syndrome 
during the endoscopy, necessitating his/her 
admission.

•  Ensuring that a 
new consent form 
is obtained when 
changing the date of 
an appointment.

•  Ensuring that, 
when conducting 
an endoscopy, it is 
noted on the order 
sheet whether or not 
the patient is taking 
any anticoagulants, 
such as Bayaspirin.
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19 Unknown

Facility in 
question → 
dispensing 
pharmacy

The patient had undergone surgical clipping of a cerebral 
aneurysm (anterior choroidal artery) at Hospital A, 
and developed left hemiplegia the following morning, 
so s/he was transferred to Hospital B for rehabilitation 
and thereafter continued to attend the latter hospital 
for treatment. The patient was referred by Hospital B 
to Hospital C, and then by Hospital C to the diabetes 
department at the hospital in question.
In terms of ADL, the finding was that the patient had 
mild residual left-sided paralysis and practiced walking 
with a cane; s/he attended the outpatient department in a 
wheelchair, accompanied by a family member, and was 
able to keep both upper limbs elevated. The information 
provided by Hospital C listed the patient’s prescribed 
medications, including “oral medication Selenica-R 
1.25g 2 times/day in the morning and evening”. The 
physician meant to prescribe the same medication at the 
same dose, but entered “Selenica-R Granules 400mg/g 
1250mg 2 times/day after breakfast and lunch, 14 days’ 
supply” and issued the external prescription sheet. As a 
result, at the dispensing pharmacy, this was weighed and 
dispensed as 1250mg of valproic acid = 3.125g Selenica-R 
Granules. As a result, 2.5 times the amount of valproic 
acid (500mg) written on the treatment information form 
was administered. A member of the patient’s family 
telephoned the hospital. S/he advised that the patient was 
experiencing side-effects from the Selenica-R, in the form 
of vomiting, lightheadedness and difficulty in walking. 
From the prescription history and content of the records, it 
was thought that the patient had been taking 2.5 times the 
quantity prescribed on the referral letter.

The active ingredient 
dosage on the order for 
powdered medication and 
the actual weight displayed 
had not been standardized.

•  Disseminating the 
information about 
this event to all staff 
and alerting them to 
the fact that this kind 
of event can occur in 
the drug prescriptions 
contained in referral 
letters from other 
medical institutions.

•  Creating a list 
of medications 
requiring caution and 
disseminating this 
among all staff.

20

Low 
potential 
of residual 
disability

Facility in 
question → 
dispensing  
pharmacy

The outpatient department had prescribed anticonvulsants, 
including Tegretol, Aleviatin and Phenobal. About two 
weeks later, the patient was admitted as an emergency, 
due to a suspected exacerbation of his/her epilepsy or 
side-effects from the anticonvulsants. After admission, 
the patient continued taking the drugs that s/he had been 
prescribed at outpatients and had brought with him/
her. A blood concentration test carried out the day after 
admission showed high levels of Phenobal, so Aleviatin 
was halted during the day shift on the second day after 
admission.
However, the concentration of Aleviatin remained high.
When the outpatient prescription medication was checked 
because of this, it was discovered that it contained 
Aleviatin instead of the antiparkinson Akineton.
Accordingly, the physician, the nurse and the pharmacist 
checked whether there had actually been a drug error. 
Subsequently, when an inquiry was made to the external 
pharmacy via the hospital pharmacist, it was ascertained 
that there had been a mistake in dispensing.

There was a prescription 
error at the dispensing 
pharmacy.
There was no 
system for checking 
medicines brought in at 
hospitalization.
The management of 
the continuation of 
medicines brought in 
at hospitalization was 
inappropriate.
It took time and effort to 
check the physician’s order 
because there was a large 
number of drugs.

•  Constructing a 
system within the 
hospital for auditing 
medicines brought in at 
hospitalization (having 
the pharmaceutical 
department check all 
medicines brought in at 
hospitalization).

Moreover, the details of these events that were a particular focus of discussions by the Expert Analysis Group 
and the Comprehensive Evaluation Panel are shown below.

A) Other facility → facility in question
No.2　   Event in which a drug was dispensed based on a misunderstanding between the 

active ingredient dosage and the product volume written on the prescription in the 
referral letter from the previous physician (see No.1 on p.188 above)

No.4　   Event in which the allergy information written on the referral letter was not handed 
over (see No.2 on p.189 above)

No.11　   Event in which the fact that the previous physician’s prescription was a “double dose 
prescription” was not noticed (see No.3 on p.189 above)

No.13　   Event in which the drugs that the patient had been taking before admission were not 
continued, due to such factors as a lack of information about oral medication on the 
referral letter, etc. (see No.4 on p.190 above)

No.17　   Event in which a mistake in the specification occurred because the specification was 
not noted when compiling the List of Medicines Brought in at Hospitalization

○  The fact that anticonvulsants prescribed by a specialist in another department were brought to the orthopedic 
department, which was unaccustomed to handling them, is also thought to be a background factor.
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○  If anything is unclear about the content of prescriptions for drugs outside the department’s field of specialism, 
it is vital to make use of the functions of departments such as the Regional Liaison Office to check this with 
the previous physician.

○  In this case, when conducting the on-site survey, it was ascertained that when the medicines brought in at 
hospitalization were being checked, the note “same: Excegran” was written about the Trerief 25mg prescribed 
by the previous physician. The attending physician assumed that this meant that the Trerief 25mg brought in 
at hospitalization was identical in every way, including its specifications, to the Excegran used by the facility 
in question. Thus, there were problems in terms of checking the medicines brought in at hospitalization and 
the difference between the note made by the pharmacist who had drawn up the Pre-admission Medication 
Form and its interpretation by the attending physician.

No.18　   Event involving an examination performed without noticing that the patient was 
taking anticoagulants, which s/he had not been taking when the appointment was 
made five months earlier

○  Essentially, it is necessary to check immediately before an examination whether or not the patient is taking 
any drugs that could hinder the examination.

○  It appears that final confirmation is sought a certain amount of time before the date of the examination, in 
order to avoid examinations being canceled immediately beforehand, thereby impeding the efficient running 
of the examination room. It is important to ensure that factors such as taking drugs that could hinder the 
examination do not arise during this period, but in this case, there was a period of five months, so this kind 
of factor arose. If the interval between the final confirmation and the examination date is too long, it is vital 
to be aware that such factors could arise.

○  Attention to drugs that could hinder the examination is also necessary when making examination bookings.

B) Facility in question → dispensing pharmacy
No.19　   Event involving a misunderstanding between the product volume and the active 

ingredient dosage on the prescription (see No.5 on p.190 above)
No.20　   Event involving a dispensing pharmacy dispensing error (see No.6 on p.190 above)
(c)  Content of information and medium used for handover in events related to clinical handover 

between facilities of information concerning drugs
In the cases shown in Fig. III-2-8, there were cases in which 1) the other facility forgot to hand over information, 
and 2) cases in which the other facility handed over the information, but this was disrupted or misunderstood at 
the facility in question. The content of the information not handed over, or the content of the information that 
was handed over and the medium used for handover between the other facility and the facility in question in 
each case has been analyzed and is shown below.

i) Handover of information between the other facility and the facility in question
A) Information not handed over by the other facility
The events include one in which details of oral medication (Plavix and Cerocral) was not handed over because 
no referral letter was issued, and one in which the basic documents used for clinical handover of information 
between facilities, namely treatment information forms and drug information forms, were not compiled (the 
facility in question was told that the treatment information form would be posted at a later date). Moreover, 
there was also a case in which the fact that the patient had been prescribed eight times the usual dose of the 
drug was not noted. Fig. III-2-9 shows the information that the other facility forgot to hand over.
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Fig. III-2-9　Information Not Handed Over by the Other Facility (Medical Adverse Events)

Information not handed over by the other facility

•   No referral letter was issued, so details of the oral medications (Plavix and 
Cerocral) were not handed over

•   There was no treatment information form or drug information form (the 
facility in question was told that the treatment information form would be 
posted at a later date), so details of the prednisolone usage were not handed 
over

•   The Medicines Brought in at Hospitalization Prescription did not state “to be 
taken on dialysis days”

•   There was no note stating that eight times the usual dose of the drug had been 
prescribed

•   The oral medication (steroid) was not brought with the patient because the 
prescription for this was forgotten when the patient was transferred

B)  Content of information and the medium used for handover between the other facility and 
the facility in question

In many cases, the medium used to hand over information between the other facility and the facility in 
question was a referral letter. There were also cases in which information was handed over in the form of 
the oral medication brought with the patient. In some of these cases, the information was handed over to the 
facility in question and handed over correctly to some extent within the facility, but the flow was subsequently 
disrupted or the information was misunderstood, resulting in the information ultimately not being handed 
over. Moreover, there were also cases in which information was handed over from the other facility, but it was 
not adequate, such as the case in which a treatment information form was not issued by the other facility.

Fig. III-2-10 shows the incorrect information handed over and the medium used for clinical handover of 
information between the other facility and the facility in question. In addition, in cases such as the aforementioned 
case in which information was handed over by the other facility but a treatment information form was not 
issued, it is thought that inadequate handover of information by the other facility caused difficulties in clinical 
handover of information within the facility in question. Accordingly, the details of the inadequacies in clinical 
handover of information in such cases have been noted in the remarks column.
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Fig. III-2-10　Content of Information and Medium Used for Handover (Medical Adverse Events)
Content of information and 

medium used for handover from 
the other medical institution

Handover of information within 
the facility in question (medical 

institution, pharmacy)
Remarks

1. Referral letter
Details of the prescription stated in the 
referral letter
Drug allergy information noted on the 
referral letter
Information about the patient's 
infection (positive for beta-hemolytic 
streptococci) noted on the referral letter

Noted on the outpatient pre-examination 
card Allergy information obtained from the 
patient and noted on the database summary 
of the written inpatient records Verbal 
handover to the primary nurse

Details of oral medication (valproic 
acid) noted on the referral letter

Note in the history of present illness 
column of the record, stating that the 
patient was taking valproic acid

2. Drug bag
Usage of prednisolone noted on the 
drug bag (stated again)

There was no treatment information form 
or drug information form (the facility 
in question was told that the treatment 
information form would be posted at a 
later date), so details of the prednisolone 
usage were not handed over (stated again)

3. Other document
Information on documents compiled 
by the other facility, stating that the 
patient had already taken the lunchtime 
dose of oral medication
Information noted on the Medicines 
Brought in at Hospitalization Report, 
stating that it was to be taken on 
dialysis days (stated again)

The Medicines Brought in at 
Hospitalization Prescription did not state 
"to be taken on dialysis days" (stated 
again)

4. Medicines brought in at 
hospitalization
Medicines brought in at hospitalization Identification of medicines brought in at 

hospitalization carried out and drugs laid 
out on drug cart

Medicines brought in at hospitalization List of Medicines Brought in at 
Hospitalization compiled and brand name 
of the drug on the hospital's drug formulary 
noted in relation to a drug not on the 
hospital's drug formulary

Medicines brought in at hospitalization Awareness that there were medicines 
brought in at hospitalization

ii) Handover of information between the facility in question and the dispensing pharmacy
The content of the information and the medium used for handover between the facility in question and the 
dispensing pharmacy was the prescription issued by the facility in question.

(d) Factors impeding clinical handover of information
Cases in which information was not handed over can be broadly categorized as follows: 1) cases in which 
the information was not handed over to the facility in question by the other facility; and 2) cases in which 
information was handed over to the facility in question by the other facility. The latter category can be further 
classified into (a) handover of information disrupted within the facility; and (b) information misunderstood 
within the facility (Fig. III-2-11). There are limits to the volume of information actually reported, so it is not 
possible to classify events into categories (a) or (b) with the greatest accuracy, but based on the information 
that has been reported, events have been divided into those that were mainly due to the flow of information 
being disrupted, those that were mainly due to the misunderstanding of information, and those in which both 
are thought to have been involved; the number of cases for each type and the reasons for the disruption or 
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misunderstanding are shown in Fig. III-2-12 and Fig. III-2-13.

The reasons for clinical handover of information being disrupted included those related to the recording or 
checking of allergy information and those related to the checking of the treatment information form or the 
drug bag. Moreover, the reasons why information was misunderstood included the misunderstanding of 
prescription notation and a lack of knowledge. In both cases, the reasons demonstrate that there is scope for 
improvement in carrying out duties, suggesting that the reported medical adverse events were preventable.

Fig. III-2-11　The Flow of Information Handover as Seen from the Reported Events
Cases in which information was not handed 

over by Facility A to Facility B

Cases in which information was handed 
over by Facility A to Facility B

① Handover of correct information
② Handover of information disrupted
③ Handover of incorrect information
A, B Facility, division, department
X  Correct information
Y  Incorrect information

Fig. III-2-12 Reasons Why Information Was Not Handed Over (Medical Adverse Events)

Details of information 
handover & flow of 
information

Information not handed 
over by the other facility 
to the facility in question

Information handed over by the other facility to the facility in 
question

TotalMainly due to the flow of 
information being disrupted

Mainly due to the 
misunderstanding of information

Number of events Number of events Number of events
Other facility → facility 
in question 3 9 6 18

Details of information 
handover & flow of 
information

Information not handed 
over by the facility 
in question to the 

dispensing pharmacy

Information handed over by the facility in question to the dispensing 
pharmacy

TotalMainly due to the flow of 
information being disrupted

Mainly due to the 
misunderstanding of information

Number of events Number of events Number of events
Facility in question → 
dispensing pharmacy 0 0 2 2
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Fig. III-2-13 Reasons Why Information Was Not Handed Over (Medical Adverse Events)

Details of 
information 
handover 
& flow of 

information

Information not 
handed over by 
the other facility 

to the facility 
in question / 

pharmacy

Information handed over by the other facility to the facility in question / 
pharmacy

Reason why the 
information was 
not handed over

Reason why clinical handover of 
information was disrupted

Reason why the information was 
misunderstood

Other facility → 
facility in question

•  Referral letter not 
issued

•  Forgot to issue 
prescription at the 
time of transfer

<Verification of allergy information>
•  Allergy information not entered in designated 

column on the record
•  Allergy information not checked on the 

treatment terminal or temperature chart
•  Allergy information not reported to the 

physician
•  Allergy information not noted on the medical 

records
•  Patient not asked about allergy history

<Verification of documentation>
•  Oral medication form from the other medical 

institution (particularly most recent oral 
medication records) not checked

•  Treatment information form not checked
•  Medicines Brought in at Hospitalization 

Prescription checked, but comment on the 
Medicines Brought in at Hospitalization Report 
not checked

<Compilation of documentation>
•  Ascertained when changing the date of the 

examination that the patient had been started 
on anticoagulants since the examination 
appointment was made, but this was treated 
solely as a date change and the additional oral 
medication details were not recorded

<Drug bag>
•  Drug bag not checked

<Other>
•  Patient’s oral medication status not understood

<Misunderstanding relating to the interpretation 
of a note>
•  Prescription notation misunderstood 

(misunderstanding between the active ingredient 
dosage and product volume)

•  Specification not written on the List of 
Medicines Brought in at Hospitalization, so it 
was assumed that the specification of the drug 
in the drug formulary at the facility in question 
was the same as that of the medicine brought in 
at hospitalization

<Misunderstanding due to lack of knowledge>
•  Lack of knowledge about usage

<Misunderstanding due to judgment based solely 
on the patient’s opinion>
•  At the time of the drug audit, the drug was 

identified solely on the basis of the patient’s 
words and the white powdered medication 
(Aleviatin and Hicee) was misidentified as Hicee 
alone.

<Other>
•  Assumed that the drugs laid out on the drug cart 

had not been prepared

Details of 
information 
handover 
& flow of 

information

Information not 
handed over 
by the facility 
in question to 
the dispensing 

pharmacy

Information handed over by the facility in question to the dispensing 
pharmacy

Reason why the 
information was 
not handed over

Reason why clinical handover of 
information was disrupted

Reason why the information was 
misunderstood

Facility in question 
→ dispensing 
pharmacy

— —

<Misunderstanding relating to the interpretation of 
a note>
•  Prescription notation misunderstood 

(misunderstanding between the active ingredient 
dosage and product volume)

*Arrows indicate the direction of the flow of information.

(e) Improvement measures
The reported proposals for improvements are summarized below.

i) Improved knowledge concerning drug information
○ Carefully reading the package inserts for drugs being prescribed for the first time. Providing education about 
the difference between titer and weight.
○  Acquiring knowledge concerning drugs and ensuring that this is widely disseminated.
○  Checking the conditions for which patients are taking drugs, their efficacies and the purpose of their 

administration.

ii) Procedures and systems for checking medicines brought in at hospitalization
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A) Systems for checking medicines brought in at hospitalization
○  Building a system for checking medicines brought in at hospitalization that involves pharmacists in this 

process, in order to conduct accurate checks of such drugs.
○  Constructing a system within the hospital for auditing medicines brought in at hospitalization (having the 

pharmaceutical department check all medicines brought in at hospitalization).

B) Methods of checking medicines brought in at hospitalization
○  Stipulating the questions to be asked of the patient or family member when medicines brought in at 

hospitalization are handed over, creating a checklist for these questions, and ensuring thorough adherence 
to the checklist of questions (such as what drugs the patient is currently taking, what drugs s/he has stopped 
taking, and whether there are any drugs not being taken in accordance with the instructions on the drug bag).

○  Ensuring that not only the medicines brought in at hospitalization disclosed by the patient, but also the 
details of the prescription on the referral letter are checked without fail. 

○  Using cases and devising ways to make it easier to organize drugs when receiving medicines brought in at 
hospitalization.

○  Improving the content of notes made on the List of Medicines Brought in at Hospitalization.
○  Considering and establishing a system that would, in the event that the patient is continuing to take medicines 

brought in at hospitalization, make it possible for the pharmaceutical department to manage this via the 
electronic medical record and check for any contraindications for combined administration.

C) Judgments concerning the continuation of medicines brought in at hospitalization
○  Establishing a system for making judgments about controlling the administration of medicines brought 

in at hospitalization. It is possible that this would result in prohibitions on the use on the ward of certain 
medicines brought in at hospitalization.

iii) Improved treatment information systems
A) Gaining a reliable understanding of allergy information
○  Considering ways to make the allergy warnings more conspicuous.
○  Ensuring widespread awareness of allergy warnings on the treatment terminal among staff within the 

department.

B)  Checking contraindications for combined administration in relation to medicines brought 
in at hospitalization

○  Considering and establishing a system that would, in the event that the patient is continuing to take medicines 
brought in at hospitalization, make it possible for the pharmaceutical department to manage this via the 
electronic medical record and check for any contraindications for combined administration (stated again).

iv) Using and checking medical records and treatment information forms
A) Verification of the prescription details
○  Ensuring that not only the medicines brought in at hospitalization disclosed by the patient, but also the 

details of the prescription on the referral letter are checked without fail (stated again).

B) Verification of allergy information
○  Giving consideration to ensuring that information such as the patient’s history and predispositions is handed 

over accurately. Accordingly, if there is any kind of important information, a mark shall be placed on the 
cover of the record, to show that particular caution is required.

○  Improving the medical records and, as the outpatient and ward physicians are not necessarily the same, 
making improvements to ensure that the allergy information that should be handed over can be conveyed 
accurately and in an easily-comprehensible fashion.

○  Ensuring thorough use of the Treatment Precautions field on medical records.

v) Specific content of the check process
A) Establishment and thorough implementation of rules for checks
○  Working in partnership with the pharmaceutical department to develop rules concerning ways of checking, 
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including intervention by pharmacists by making it a general rule that drugs are checked against some form 
of documentation, such as the prescription, referral letter or medication handbook.

○  Ensuring thorough checks of the specifications.
○  Checking every detail on the drug bag.
○  Creating a list of medications requiring caution and ensuring its dissemination amongst all staff.
○  Checking whether there are any differences between the content of the medications listed on the referral 

letter and the patient’s own understanding thereof or the actual prescription medication, and ensuring that 
inquiries are made without fail if there are any doubts or queries.

B) Development of a system of checks
○  Developing a system for having multiple physicians check orders.
○  Ensuring that two people carry out the check, reading the information aloud.

C) Checks of specific efficacies and drugs
○  Ensuring that, when using antibiotics, staff members confirm without fail whether or not the patient is taking 

valproic acid, as there is a possibility that patients with cerebral palsy or epilepsy are taking it.
○  Moreover, refraining from the use of penem antibiotics, as a general rule, as even if patients are not currently 

taking valproic acid, there is a possibility that it might be used in the future.
○  When switching medicines brought in at hospitalization to the internal prescription, ensuring particular 

caution with regard to anticonvulsants in the form of powdered medication packaged together, as it is not easy 
to check their active ingredients. Moreover, considering the use of medicines brought in at hospitalization if 
the symptoms are controlled by them, taking into account the objective of the admission.

○  Ensuring that, when conducting an endoscopy, it is noted on the examination order sheet whether or not the 
patient is taking any anticoagulants, such as Bayaspirin.

D) Checks and cooperation requested of patients and their families

○  Having patients/family members bring documentation, if available, as well as the medicines brought in at 
hospitalization prescribed by the previous physician, so that the patient’s oral medication can be verified.

○  Ensuring that staff members check with the patient him/herself whether or not s/he has any drug allergies, 
immediately before administering any drugs.

vi) Sharing of information among staff members
○  Promoting the sharing of information among physicians and nurses.
○  Improving the medical records and, as the outpatient and ward physicians are not necessarily the same, 

making improvements to ensure that the information that should be handed over can be conveyed accurately 
and in an easily-comprehensible fashion (stated again).

○  Ensuring that staff members treat the word “strange” as valuable information when used by a family member 
who sees the patient all the time. Medical care is provided as a team, so reporting, liaison and consultation 
are vital. Accordingly, ensuring that all staff members are aware that they should not hesitate to report 
information to physicians and consult other nurses.

vii) Improvement of rostering systems
○  Extending the period during which pharmacists are deployed on the ward (thorough implementation of on-

ward management of medicines brought in at hospitalization, timely guidance, and participation in ward 
conferences, etc.)

viii) Other
○  Ensuring thorough checks to identify any differences between the Medicines Brought in at Hospitalization 

Report and the Medicines Brought in at Hospitalization Prescription.
○  Telling physicians not to forget to transfer any comments onto the Medicines Brought in at Hospitalization 

Prescription.
○  Alerting staff members to the fact that, at present, some other medical institutions list double dose 

prescriptions on the drug prescriptions on their referral letters.
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(3) Analysis of Medical Adverse Events Related to Clinical Handover Between 
Divisions or Departments of Information Concerning Drugs

(a) Occurrence status
The 27th Quarterly Report tabulated and analyzed 14 medical adverse events related to clinical handover 
between divisions or departments of information concerning drugs that were reported between October 2004 
and September 30, 2011, with a particular focus on clinical handover of information between divisions or 
departments, such as outpatients → ward and operating theater → ward.

(b)  Introduction to specific examples of medical adverse events related to clinical handover 
between divisions or departments of information concerning drugs

Focusing on those reported events involving errors in clinical handover of information between divisions or 
departments, the main reported events are shown in Fig. III-2-14, with the addition of more specific information 
about the interaction between the two bodies.

Fig. III-2-14 Summary of Medical Adverse Events Related to Clinical Handover Between Divisions 
or Departments of Information Concerning Drugs

No. Severity of 
event

Flow of 
information Details of event Background and causal 

factors
Improvement 

measures

1
Low potential 
of residual 
disability

Outpatients → 
ward

The patient underwent a left below-knee 
amputation due to necrosis of the left 
foot. The ward physician wrote an order 
for a Voltaren 25mg suppository as a 
post-operative order. At around noon on 
the first day post-operatively, the patient 
complained of pain in the affected limb 
and requested analgesia. After checking 
the order for palliative analgesia, the 
nurse who received this request used 
a Voltaren 25mg suppository. Around 
20 minutes later, the patient pressed 
the nurse call button and complained, 
“My whole body is itchy.” The patient 
experienced pruritus across the whole 
body, his/her face became flushed and 
his/her blood pressure fell to around the 
40 mark, causing the patient to enter 
preshock. The physician was called and 
deemed these to be allergic symptoms, 
so s/he used an infusion load of Solu-
Cortef 500mg. The patient was managed 
on a monitor, while a vasopressor was 
used, and ICU management commenced 
at 13:10. After being transferred to ICU, 
the patient’s vital signs stabilized. The 
following day, s/he was returned to the 
ward.

Voltaren was entered in the allergy 
field of the electronic medical record as 
a drug contraindicated for the patient 
concerned.
The patient had disclosed to the 
outpatient attending physician, the 
charge nurse and the ward pharmacist 
that Voltaren was a contraindicated 
drug for him/her.
The charge nurse wrote the 
information in the allergy field of the 
electronic medical record.
The pharmacist made a note of this on 
the drug guidance record and the drug 
audit sheet, and communicated the 
information verbally to the lead nurse.
The outpatient attending physician 
had not communicated the details of 
the patient’s disclosure to the ward 
physician.
Information such as records of the 
drug audit by the pharmacist and the 
drug allergy records entered by the 
charge nurse was not used, and the 
order was accepted and carried out.
The handover by the outpatient 
attending physician to the ward 
physician was inadequate.
A certain number of Voltaren 
suppositories were used on the ward 
for orders aimed at dealing with 
symptoms, so it was not possible for 
the pharmacist to query the order.
The fact that no check was carried 
out concerning allergies when 
administering the drug to the patient.
The fact that the risk awareness of 
physicians and nurses concerning drug 
allergies is low.

•  Ensuring that 
physicians 
communicate 
important 
information verbally 
in a timely fashion 
and enter this on the 
written records.

•  Checking the 6Rs+A 
(right patient, right 
drug, right dosage, 
right route, right 
time, recording the 
details, and allergies) 
in order to provide 
safe drug therapy.

•  Strengthening 
education to deepen 
the awareness of 
drug risks.

•  Ensuring that, apart 
from in emergencies, 
single-use drugs are 
administered on the 
basis of prescription 
orders.

•  Considering 
IT system 
improvements 
in relation to 
information 
concerning 
contraindicated 
drugs on electronic 
medical records.
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No. Severity of 
event

Flow of 
information Details of event Background and causal 

factors
Improvement 

measures

2 No disability Outpatients → 
ward

After surgery, the infusion had finished, 
so a heparin lock was carried out.
Afterwards, when the screen was 
opened on the integrated set (this is a 
system in which injection orders that are 
frequently used are entered in advance 
and retrieved from that screen when 
required, enabling injection orders to be 
input. For example, continuation orders 
in the event of abdominal or other pain. 
Normally, only physicians can submit 
injection orders, so it is used when 
issuing injection slips for continuation 
orders) so that the heparin lock could be 
ordered, the screen displayed “Heparin 
prohibited due to HIT (heparin-induced 
thrombocytopenia)”.

The outpatient clinical card stated 
that heparin was contraindicated, but 
the written records relating to the 
admission did not state this.
The information was not 
communicated by the outpatient nurse.
The injection ordering system stated 
that heparin was contraindicated, but 
the injection was not ordered via the 
integrated set before preparing the 
injection, so the contraindication was 
only discovered after this was done.
There was an infringement of the rules 
in the manual when issuing an order 
from the integrated set (the manual 
states that the injection order must 
be submitted before preparing the 
injection).

•  Looking for the 
injection ordered 
from the integrated 
set and administering 
it only after the order 
is given.

•  Gathering 
information from the 
clinical card at the 
time of admission.

3
High potential 
of residual 
disability

Outpatients → 
ward

The patient, who was originally 
attending the hospital in question 
regularly for chronic rheumatoid 
arthritis, was admitted as an emergency 
with gastrointestinal hemorrhage as 
the chief complaint. At that time, the 
resident who took charge of that patient 
referred to the clinical card to issue 
an order for oral medications for him/
her, based on the medicines brought 
in at hospitalization. However, in the 
case of the patient’s Rheumatrex, 
instead of administering the usual dose 
of 6mg a day (2mg × 3 times) once a 
week, the resident issued an order for 
administration of 6mg (2mg × 3 times) 
every day.
The drug was administered 11 times 
in succession from the evening of the 
day of admission until the resident 
noticed his/her usage error. In addition, 
when s/he noticed the usage error, s/he 
switched to administering the drug once 
a week, but this order was not halted 
even after bone marrow suppression 
occurred due to the overdose resulting 
from continuous administration, and 
a further dose of 6mg once a day was 
administered.

Unknown Unknown
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No. Severity of 
event

Flow of 
information Details of event Background and 

causal factors Improvement measures

4
No potential 
of residual 
disability

Outpatients 
→ operating 
theater/ward

The patient was attending 
the outpatients section 
regularly due to juvenile 
Parkinsonism. During an 
outpatient consultation, the 
patient’s prescription for an 
antiparkinson (Neodopaston 
100mg tablets) was increased 
from 150mg 6 times/day to 
300mg 6 times/day (external 
prescription). The patient 
was admitted to hospital for 
monitoring of the effects of 
the medication. On the day of 
admission, when checking the 
medications that the patient 
had brought with him/her, the 
pharmacist was told by the 
patient’s family that, “The 
dosage has doubled compared 
with before, and s/he is taking 
the equivalent of 6 tablets” (in 
fact, it had increased from the 
equivalent of 1.5 to 3 tablets), 
so the pharmacist wrote 
Neodopaston 600mg 6 times/
day on the Patient’s Medication 
Checklist, without checking 
the details of the prescription 
issued at the previous outpatient 
consultation. The patient had 
taken all of the medication 
that s/he had brought at the 
time of admission, so Resident 
A provisionally prescribed 
Neodopaston 600mg 6 times/
day (7 days’ supply) based 
on the Patient’s Medication 
Checklist, and Resident 
B subsequently issued the 
same prescription on a 
weekly basis for a month. 
The patient’s symptoms 
deteriorated, becoming 
febrile and developing 
difficulty in walking, so 
the attending physician 
reduced the prescription 
to Neodopaston 400mg 4 
times/day, and Resident B 
prescribed Neodopaston 
400mg 4 times/day (7 days’ 
supply). Subsequently, when the 
physician checked the quantity 
that the patient was taking 
before admission, because there 
had been a marked increase 
in involuntary movement, s/
he discovered that there had 
been an error in the quantity 
prescribed and reported this 
to the senior physician. The 
same day, Resident B reduced 
the amount to Neodopaston 
300mg 4 times/day and then to 
Neodopaston 200mg 4 times/
day (2 days’ supply). The 
causal relationship between 
the increase in involuntary 
movement and the increase 
in the dosage is unclear 
because the duration of 
administration, the appearance 
of the involuntary movement 
and the recovery time did not 
necessarily correspond, but 
as the involuntary movement 
decreased when the dosage 
was reduced, it is entirely 
conceivable that it was an effect 
resulting from a medication 
overdose.

(Pharmaceutical 
department)
On the day of the adverse 
event in question, there 
were many patients whose 
medicines brought in 
at hospitalization the 
pharmaceutical department 
had to check. 
It was very busy, as the 
department was dealing with 
patients whose medication 
needed to be managed, and 
there were many inquiries 
about prescriptions, so the 
department did not use any 
other means, such as the 
medical information system, 
to check the information 
about the medicines brought 
in at hospitalization that 
were declared by the patient.
Moreover, nothing was 
written about usage and 
dosage of powdered 
medication on the “Medicine 
Information Form” provided 
by the external dispensing 
pharmacy, which the patient 
brought with him/her, so it 
was not possible to check.
The hospital department 
concerned did not 
accurately communicate 
to the admitting physician 
the information about the 
change in medication at the 
outpatient consultation.
The note concerning the 
change in medication at the 
outpatient consultation was 
missing from the patient’s 
medical record.
The medication brought in 
at the time of admission was 
powdered medication, and 
nothing was written about 
dosage on the medication 
bag or the medication itself.

(Pharmaceutical department)
•  Ensuring that pharmaceutical department 

staff members are made aware of the 
following two points and implement 
them thoroughly as a general rule, 
when checking medicines brought in at 
hospitalization.

(a) Checking the prescription via the 
internal medical information system if 
the patient is being seen at the hospital in 
question.
If the patient is being seen at another 
medical institution, ensuring that items 
such as the medication handbook, the drug 
explanation sheet, and the referral letter 
are checked; if the name of the medication 
or its usage and dosage are unclear, such 
as in the case of powdered medication, 
ensuring that an inquiry is submitted to 
the facility that issued the prescription 
or the pharmacy that dispensed it. (b) 
Distributing medication handbooks free of 
charge within the medical institution and 
giving consideration to creating a system 
that enables prescriptions to be created 
accurately within a short period of time, in 
order to share information, such as details 
of medication history management.
(Clinical department)
•  As a result of deliberations within the 

dispensary, it was decided to formulate 
the following five improvement measures.

•  The Admission Request Form drawn up 
by the clinical department has a column 
for noting the objective of the admission, 
but there is no column in which to note 
detailed information about the patient, so 
the outpatient attending physician shall 
note the following details on the record 
when requesting admission (when the 
outpatient attending physician submits a 
request for admission to the Chief Ward 
Physician). Disease name; summary of 
events leading up to admission request; 
details of symptoms and prescriptions 
that have undergone particular changes 
recently; objective of admission; any 
particular examinations that should be 
carried out; and details of explanation 
given to the patient and/or family 
members about the foregoing information.

•  If there is no time to note the disease 
name or other details on the record at 
the time of the outpatient consultation, 
the outpatient attending physician shall 
either write the rest of the information on 
the record after the consultation or shall 
send the details by e-mail to the Chief 
Ward Physician (or, if the Chief Ward 
Physician is absent, to the Deputy Chief 
Ward Physician or the clerical department 
with responsibility for bed management). 
If there are any omissions or anything 
is unclear, the person in charge of the 
ward (Chief Ward Physician or Deputy 
Chief Ward Physician) shall contact the 
outpatient attending physician directly.

•  When deciding on admission, the 
outpatient attending physician and the 
ward physician shall remain in contact, 
without fail, and shall check the disease 
name and other details.

•  The ward pharmacist and the attending 
physician handling the admission shall 
check the patient’s drugs on admission.

•  Drugs shall be prescribed by the 
supervising physician rather than the 
resident; if the resident prescribes drugs, 
this shall be done following checks by the 
supervising physician.
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No. Severity of 
event

Flow of 
information Details of event Background and causal 

factors
Improvement 

measures

5
No potential 
of residual 
disability

Outpatients → 
ward

The patient was admitted for the 
purpose of chemotherapy in the surgical 
department.
The patient was examined in the 
department of cardiovascular 
medicine for atrial fibrillation and was 
admitted the same day, but due to the 
chemotherapy, the physician entered 
on the clinical card an amended order 
for cardiovascular therapeutic drugs 
(Maintate 5mg → 2.5mg, Vasolan 
80mg OFF, Warfarin 3mg OFF until 
XX (date), Lasix 40mg → 20mg, Selara 
100mg → 50mg).
After admission, the nurse entered the 
details of the medicines brought in at 
hospitalization on the Pre-admission 
Medication Form and administered 
those drugs to the patient. On XX 
(date), when the nurse looked at 
the clinical card because one of the 
medicines brought in at hospitalization 
was running out, s/he discovered the 
aforementioned order and noticed the 
drug error.

Failure of the physician to issue an 
order after admission.
Failure to check the order for the 
medicines brought in at hospitalization 
at the time of admission.

•  Ensuring staff are 
made fully aware 
of the procedure 
for handling 
medicines brought 
in at hospitalization 
and implement it 
thoroughly.
(a)  Drugs shall 

be given after 
checking the 
physician’s order

(b)  The Pre-
admission 
Medication Form 
(transcription) 
shall not be used

(c)  Any medication 
about which 
staff members 
are unsure shall 
be submitted for 
analysis

(d)  A check box 
for medicines 
brought in at 
hospitalization 
shall be added 
to the ordering 
form used on 
admission

6 No disability Ward → 
outpatients

The patient, who was being followed 
up for diabetes, had been admitted 
for treatment following a hemorrhage 
related to gastric cancer ESD; during 
the admission, s/he was found to have 
low blood glucose, so the prescription 
for Amaryl was altered and the patient’s 
concomitant drugs were also reduced. 
After discharge, the same prescription 
as the patient had been on prior to 
admission was prescribed at outpatients, 
causing low blood glucose and resulting 
in the patient having to undergo 
inpatient treatment.

The reduction in the patient’s anti-
diabetic drugs had been noted on the 
medical records, and the causal factor 
was the fact that the physician had 
neglected to check the record. 

•  Alerting staff 
members to the need 
to carry out checks at 
the time of discharge 
and pay attention 
to such matters at 
outpatients after 
discharge, because 
prescriptions can 
change before and 
after admission.
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7 No disability
Outpatients → 
pharmaceutical 
department

In this case, whereas Endoxan 1,000mg should 
have been administered once every three weeks, it 
was administered twice every week.
Several years previously, the patient had 
undergone a prostatectomy in the urology 
department of another medical institution. 
Since then, the patient had been undergoing 
radiotherapy, hormone therapy, and chemotherapy 
(Taxotere) in the urology department of the 
hospital in question, due to recurrence of 
the condition, but his condition had recently 
exacerbated, with distant metastasis, local 
recurrence and metastasis in the pubic bone being 
found, so he had an outpatient consultation and 
was admitted for chemotherapy using Endoxan.
The ward physician prescribed and administered 
an infusion of Endoxan 1,000mg in accordance 
with the registered regimen on the PC in 
the urology department, and the patient was 
discharged without any particular problems. 
The schedule for the second and subsequent 
sessions of chemotherapy was not specified in the 
written records. When the patient returned for an 
outpatient consultation, the attending outpatient 
physician was absent due to an overseas business 
trip. Outpatient Physician A (a fourth-year resident 
in his/her first year in the urology department) 
checked that there was no bone marrow 
suppression. As the next Endoxan administration 
date was unclear, Outpatient Physician A 
consulted a more experienced physician (a urology 
specialist in his/her 11th year as a physician), but 
it was not possible to confirm the administration 
schedule, so the registered regimen was checked 
with the pharmaceutical department.
The pharmacist (13th year in the profession) 
advised that the regimen record for the use of 
Endoxan by the urology department stated only 
“Endoxan 1,000mg to be administered once every 
week for three weeks, followed by a one-week 
drug holiday”. Outpatient Physician A scheduled 
the second session for a week after the first and 
the third one for a week after the second, in 
accordance with the regimen, and recorded the 
details on the chemotherapy schedule. S/he did 
not check the regimen with Senior Physician 
B. On the day when the second chemotherapy 
session was to take place, after checking that 
there was no bone marrow suppression (white 
blood cells 6.700; hemoglobin 10.9; platelets 
211,000), Physician C (a urology specialist in his/
her 10th year as a physician) contacted Outpatient 
Physician A and checked the regimen. S/he also 
contacted the pharmaceutical department to 
reconfirm the registered regimen. S/he prescribed 
Endoxan 1,000mg and administered it in the 
outpatient chemotherapy room. The third session 
was scheduled to take place a week later. There 
were no particular problems with the patient’s 
condition when administering the Endoxan 
or after administration was completed, so he 
returned home. When Outpatient Physician A 
checked the administration schedule with the 
attending outpatient physician, s/he discovered 
that Endoxan was meant to be administered every 
three weeks. The patient was contacted and it was 
explained that there had been a mistake in the 
administration schedule. The patient was asked 
to come to hospital as a matter of urgency, where 
he would be admitted so that blood samples could 
be taken and his general condition monitored; the 
patient was accordingly admitted for whole-body 
management.
His white blood cell count was 4,500, with 
hemoglobin of 10.8, platelets of 201,000, and 
creatinine of 1.58.
He had loss of appetite, so an infusion began 
to be administered. After consulting with 
the department of hematology and oncology, 
Neutrogin 250ug was administered to counter the 
side-effects.

The registered regimen 
in the pharmaceutical 
department was wrong.
There was no record of the 
interval between doses of 
Endoxan in the inpatient or 
outpatient medical records.
A physician with little 
experience of this treatment 
tried to check with a more 
senior physician, but 
received no response, so 
ultimately s/he trusted the 
registered regimen and 
administered the drug.
A new Chemotherapy 
Explanation and Consent 
Form was not obtained when 
switching to Endoxan.
There was a lack of 
cooperation between 
the attending outpatient 
physician and the outpatient 
physician on duty.

•  Correcting the 
current registered 
regimen for the 
urology department 
and re-checking 
the content of all 
regimens currently 
registered at the 
hospital in question.

•  Recording the 
administration 
interval, as well as 
the name and dosage 
of the drug to be 
administered, on 
both inpatient and 
outpatient medical 
records.

•  Ensuring that a 
physician conversant 
with the regimen 
double-checks the 
administration 
schedule when it is 
drawn up.

•  Ensuring thorough 
adherence to the 
process of obtaining 
a Chemotherapy 
Explanation and 
Consent Form 
whenever the 
treatment regimen is 
altered.

•  Sharing information 
by means of a 
chemotherapy 
administration 
schedule.

•  Holding courses for 
staff involved in 
chemotherapy and 
making attendance 
compulsory.
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8 No disability
Ward → 
pharmaceutical 
department

The patient was due to be administered 
5-FU 3,000mg over the course of 46 
hours, but the physician filled out 
the injection order form incorrectly, 
resulting in it stating that the drug was 
to be administered over 24 hours.
The patient had commenced 
chemotherapy (mFOLFOX6 + 
Bevacizumab regimen) a few years 
earlier, due to uterine and rectal cancer.
On this occasion, she attended an 
outpatient consultation and, as the 
aforementioned chemotherapy had 
become ineffective, it was decided 
to change her regimen and admit 
her for chemotherapy (mFOLFIRI + 
Panitumumab regimen). The attending 
physician filled out the chemotherapy 
administration schedule and the 
injection order form. In doing so, the 
chemotherapy administration schedule 
should have indicated continuous 
infusion, but the physician filled it out 
in a way that made it look as though 
the patient would be administered 
chemotherapy on three consecutive 
days; in addition, with regard to 
the planned administration time for 
continuous 5-FU on the injection order 
form, the physician wrote 24 hours by 
mistake, instead of 46 hours. Pharmacist 
C and Pharmacist E audited the order, 
Pharmacist E mixed the drugs, and 
Pharmacist C and Pharmacist D carried 
out the final check.
Nurse A and Nurse B checked the 
injection order form and began the 
infusion of 5-FU 3,000mg + 50% 
glucose 4A + normal saline 1,000mL at 
a speed of 24 hours using an infusion 
pump, in accordance with the order. 
The following day, Nurse A checked the 
chemotherapy administration schedule 
and, thinking that 5-FU would be 
administered that day as well, inquired 
with the pharmaceutical department 
about the fact that the infusion had 
not been delivered to the ward. The 
pharmacist checked the registered 
regimen and the injection order form, 
and discovered the mistake in the 
physician’s order. Two days later, the 
patient’s white blood cell count was in 
the 2,000 range (there was no change in 
the hemoglobin and platelet counts), so 
she was started on Gran.

The proper regimen was to administer 
5-FU 3,000mg over 46 hours, but the 
order to administer it over 24 hours 
was given by mistake.
The administration schedule had not 
been completed in a way that made 
it possible to ascertain the duration 
of administration. Moreover, no 
specific method had been stipulated for 
filling out the schedule in the case of 
continuous infusion.
The pharmacist in charge of the 
mixing of the drug did not notice 
the mistake in filling out the 
administration time when carrying 
out the audit. Before mixing the drug, 
two pharmacists carried out an audit 
based on the registered regimen, 
the chemotherapy administration 
schedule, and the injection order 
form, but they did not check the 
administration time.
When the drug was delivered to the 
ward, the nurse checked it against 
the chemotherapy administration 
schedule, but did not check the 
administration time.

•  Ensuring that 
dockets are filled 
out after adequately 
checking the 
regimen.

•  Implementing full-
scale operation of 
a regimen ordering 
system as soon as 
possible.

•  Ensuring thorough 
checks of the drug 
administration time 
when pharmacists 
audit regimens.

•  Ensuring thorough 
adherence to the 
process of obtaining 
a Chemotherapy 
Explanation and 
Consent Form 
whenever the 
treatment regimen is 
altered.

•  Amending the 
chemotherapy 
administration 
schedule (adding 
a new field for 
stipulating the 
administration time).

•  Standardizing the 
method used to fill 
out the chemotherapy 
administration 
schedule.

•  Holding courses for 
staff involved in 
chemotherapy.
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9
Low potential 
of residual 
disability

Ward → 
pharmaceutical 
department

The patient was taking two Theodur 
100mg tablets in the morning and the 
evening from the time of admission. 
On the day in question, when the 
nurse working the late shift checked 
the patient’s oral medication on the 
computer, s/he discovered that there 
was an order for Theodur, but that the 
actual drug was not on the ward. It 
was discovered that the Theodur had 
not been sent from the pharmacy since 
the morning of the day when the new 
prescription was issued.

The Theodur from the previous 
prescription had run out in the 
evening. “Next prescription ordered” 
was written on that prescription.
When setting out the drugs for the 
following day, although the drug and 
the prescription docket were not there, 
the prescription order was on the 
computer, so the nurse on the late shift 
had to check whether the drug had 
arrived by the end of his/her shift and 
either set it out or, if it had not yet been 
sent up, hand over to the nurse on the 
night shift that day. However, the nurse 
was unable to make a note immediately 
after noticing and intended to send the 
details to that day’s team nurse later 
on, but s/he neglected to do so as s/he 
forgot about it.
Under normal circumstances, when 
the next prescription docket and 
oral medication arrive from the 
pharmacy, the content and the previous 
prescription docket are checked before 
the latter is placed in the pocket in 
the record file, but in this case, the 
previous docket had been placed 
in the pocket even though the next 
prescription had not arrived, which 
was the main reason why the other 
nurse was unable to check it.
When the nurse on the late shift 
checked on the computer whether 
a prescription had been ordered, 
because the other drug (Furosemide) 
was running out, s/he noticed that the 
patient was also taking Theodur.
The Theodur that had been prescribed 
for the patient in question was not on 
the ward drug shelf, and when the 
nurse checked with the pharmacy, s/he 
discovered that the prescription order 
itself had not reached the pharmacy 
terminal.
When the charge nurse checked again 
with the pharmacy, s/he was told 
that the same thing had happened 
previously, when they had switched 
to entering orders via the computer, 
and that the system administrator had 
looked at it and made some kind of 
change on the system. However, given 
that the same thing had happened 
again this time, after the change, the 
pharmacy was told that perhaps they 
needed to have it checked again.
The fact that the patient had not 
taken Theodur for about three days 
was reported to the hematologist and 
another prescription was obtained 
for the drugs to be taken from that 
evening.

•  Checking the 
ordering system 
(having the 
pharmacy contact 
the system 
administrator).

•  Ensuring that the 
prescription docket 
for drugs that have 
been finished is not 
placed inside the file 
until the next batch 
of oral medication 
has arrived on the 
ward.

•  Checking the 
previous prescription 
docket and the 
content of the next 
prescription once it 
arrives, in order to 
prevent drug errors.

•  Ensuring that a 
handover to the 
charge nurse takes 
place without fail 
if the patient’s dose 
of oral medication 
for the following 
morning is not there.

•  Even if the order for 
the next prescription 
is on the computer, 
one is likely to forget 
if it is left until later, 
so a note should be 
made as soon as it 
is noticed, writing 
down the names of 
any patients whose 
drugs have not yet 
been set out and then 
checking this before 
the end of the late 
shift so that the drugs 
can be set out if they 
have arrived from 
the pharmacy; if they 
have not, this should 
be checked with the 
pharmacy and the 
matter handed over 
to the night nurse 
(to set out the oral 
medications).
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10 No disability
Ward → 
pharmaceutical 
department

When the patient returned from the 
operating theater, Ward Nurse A 
received a handover from Surgical 
Nurse B in the form of the operative 
notes, stating that the patient was on 
Fentanyl 6mL/h, but the flow rate had 
not been checked in theater. When Ward 
Nurse A checked the infusion line, s/
he noticed that the Fentanyl flow rate 
was not 6mL/h as per the handover, 
but actually 1mL/h. As s/he needed 
to deal with another patient, s/he did 
not inquire about this immediately. 
Moreover, s/he did not consult anyone. 
The composition was written on the 
syringe as well, but s/he did not notice 
this. The nursing records stated 6mL/h, 
two days’ supply, but s/he did not notice 
that the total amount of 50mL would 
not last for two days if the current flow 
rate was 6mL/h. At 14:40, there was a 
phonecall from the surgical nurse to 
the ward, saying, “The Fentanyl is set 
to 1mL/h, but please change it to 6”; 
Ward Nurse A took the call (however, 
the surgical nurse said that s/he told the 
ward nurse to reduce the Fentanyl from 
6 to 1). The operative notes sent to the 
ward were not corrected.
Thus, to Nurse A it sounded like an 
order to increase the flow rate. S/he 
thought that this was in accordance with 
the order in the records. As it was a 
phonecall from a nurse, the ward nurse 
thought that it was not an order, so s/he 
did not need to use a verbal order slip. 
S/he checked verbally, saying, “It’s an 
increase to 6mL/h, isn’t it?”, but this 
was ambiguous. Nurse A increased 
the flow rate from 1mL/h to 6mL/h. At 
16:30, Nurse A used the operative notes 
for the handover to Evening Nurse C. 
Evening Nurse C thought that the flow 
rate was high, but it matched what was 
written in the operative notes and s/
he thought that the composition was 
dilute, so s/he did not check. Nurse C 
told Nurse A that there was no order 
from the department of surgery for the 
Fentanyl flow rate.
Nurse A requested an order for the 
flow rate from Attending Physician D. 
Attending Physician D wrote an order 
for 6mL/h on the injection prescription, 
without checking the anesthesia chart.
At 17:30, Evening Nurse C checked 
the Fentanyl flow rate order against the 
injection prescription.
At 19:00, the anesthesiologist came to 
the ward and noticed the mistake in the 
Fentanyl flow rate.

The staff members concerned 
lacked the knowledge to realize that 
something was strange.
There was a mistake in the way in 
which the telephone message was 
handled.
The method of confirmation was 
ambiguous.

•  Checking the 
anesthesia chart for 
details such as the 
composition and flow 
rate of infusions, 
rather than relying 
solely on the notes in 
the nursing records.

•  Ensuring that 
surgical nurses and 
ward nurses use 
the point-and-call 
method to check the 
infusion fluid and 
order sheet in the 
hatchway.

•  Checking 
immediately if one 
thinks something 
might be amiss.

•  Dealing with verbal 
orders in accordance 
with the manual 
(paying attention 
to such matters as 
the composition, 
flow rate and 
specifications).

•  As the nursing 
records are 
duplicates, ensuring 
that if there is a 
change, the alteration 
is made in red ink 
on the records on 
both the ward and 
in the department of 
surgery, and that the 
changes are handed 
over directly in 
person.

•  Ensuring that 
the attending 
physician checks 
the composition on 
the anesthesia chart 
before issuing an 
order.
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11

High 
potential 
of residual 
disability

Operating 
theater → 
ward

The patient had undergone laparascopic 
distal pancreatectomy. In order to 
prevent post-operative pancreatitis, an 
order to administer Reminaron 2000mg 
+ 5% glucose 48mL (concentration: 
approximately 4.2%) by means of a 
central venous (CV) injection via a 
precision connection pump was written 
on an Injection Prescription Form.
After surgery, there was no order using 
the Precision Infusion Order Sheet, so 
the primary nurse reported to Nurse A 
that there was no infusion line in the 
central vein, only a peripheral line; the 
nurse wrote an order stating “periphery, 
at a rate of 2mL/h” in the infusion route 
box of the Precision Infusion Order 
Sheet, and had the lead nurse sign to 
confirm receipt of the order.
There was a double-lumen infusion 
line in the left periphery, with the main 
infusion being provided through one, 
while an infusion of Reminaron was 
commenced through the other.
The following day, the main infusion 
was leaking, so the physician was 
requested to re-insert it.
At that point, it was discovered that 
no central vein line had been inserted 
after surgery, that Reminaron had been 
administered separately through the 
left periphery, and that Reminaron had 
been administered via the periphery in 
a concentration usually used in central 
venous injections.

In this case, the precautions for 
administering Reminaron were written 
on the injection prescription and when 
receiving the post-operative order, it 
was necessary not merely to accept the 
order by means of the order sheet, but 
also to compare it with the injection 
prescription and check anything that 
was unclear.
When receiving the order, the nurse 
did not check with the attending 
physician about the fact that no central 
venous line had been inserted.
There was a lack of knowledge about 
the side-effects of high concentrations.

•  Accepting orders 
only after checking 
the order sheet 
against the injection 
prescription.

12 No disability
Operating 
theater → 
ward

The patient underwent a colostomy 
due to gastric cancer and peritonitis 
carcinomatosa. The patient became 
hypotensive intraoperatively, so Nor-
Adrenalin injection (3mg + normal 
saline 47mL) was being used.
After returning to the ward, the patient 
became comparatively stable, but the 
Nor-Adrenalin injection (3mg + normal 
saline 47mL) 3mL/h was continued. 
Blood pressure was around 100. It 
was calculated that the Nor-Adrenalin 
injection (3mg + normal saline 47mL) 
from the operating theater would run 
out during the night, so an injection 
order for undiluted Nor-Adrenalin 
injection (50mg/50mL) 3mL/h was 
issued and the new bag was connected 
during the night shift, at around 23:00. 
Subsequently, the nurse discovered that 
it differed from what was written on the 
record and consulted the duty physician. 
There were no major changes in the 
patient’s subjective symptoms or vital 
signs, and those changes that did occur 
dwindled.

Being busy, lack of awareness, lack of 
awareness concerning the risk of using 
cardiovascular drugs.

•  Considering the 
development of a 
handover manual 
concerning infusions 
being continued from 
the operating theater 
to the ward.

•  Considering a system 
for order sheets for 
drugs to be continued 
from the operating 
theater.

•  Improving the 
handover of 
drugs from the 
anesthesiologist to 
the physician.

•  Considering whether 
it is possible to 
generate a warning 
about the upper 
dosage limit when 
ordering drugs.

•  Ensuring thorough 
adherence by both 
physicians and 
nurses to the process 
of checking that 
there are no mistakes 
in the orders issued.
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13 No disability
Emergency and 
critical care 
center → HCU

The patient was admitted to the emergency and 
critical care center for hypothermia. S/he was 
being administered Kakodin 2A/20mL 2mL/h. The 
medical team hurriedly made a decision to take 
the patient for a CT examination, so another staff 
member went to prepare the CT room. Immediately 
before the patient left the emergency and critical 
care center, it was decided to transfer the patient to 
the HCU ward; although it was noticed that 3mL of 
the Kakodin infusion remained, both the CT and the 
transfer needed to take place quickly, so the patient 
was taken to the CT room before the next infusion 
syringe containing the drug could be made up.
After the CT was completed, the patient was taken 
to the HCU ward and, as a result of consulting the 
HUC staff, it was decided to contact the team for 
handover once the preparations had been made. 
While the staff member concerned was dealing 
with another patient, s/he received a phonecall 
from the HCU staff member, who asked, “I want 
to make up the Kakodin, but is it OK to make it up 
using undiluted Kakodin?”, and s/he replied “Yes”. 
Moreover, with regard to the changeover method, 
s/he said that two syringes were used, rather than 
stopping the drug infusion and attaching a new 
syringe, but even though they were set at the same 
flow rate as a single syringe and switched over, 
there were still fluctuations in the patient’s blood 
pressure. 
Subsequently, information was received from the 
physician that when changing over the Kakodin in 
the HCU, the patient’s blood pressure rose and the 
staff member involved became flustered; when the 
situation was checked, it was ascertained that the 
two syringes being used contained Kakodin made 
using the undiluted drug and the patient’s systolic 
pressure rose to almost 150mmHg.

The fact that it was not 
possible to make up a new 
bag before the patient had 
the CT, even though there 
was only a small amount 
of Kakodin left, and the 
fact that only one person 
was aware of this fact 
(this person was unable 
to ask the team leader to 
follow up regarding this). 
A handover to the HCU 
staff member concerning 
the Kakodin did not take 
place when the patient was 
transferred to the HCU (the 
physician did not draw up 
an HCU order sheet).
Details of the Kakodin 
drug solution were 
communicated between the 
ICU and HCU nurses by 
telephone.
When asked about the 
concentration of the drug 
solution, the nurse should 
have checked in PIMS and 
told the HCU nurse that it 
was 2A/20mL.
The staff member 
concerned was busy with 
a task and when s/he was 
asked the question by the 
staff member from HCU, s/
he replied “Yes”, without 
thinking about it properly.

•  Asking the team 
leader or other staff 
member if a situation 
goes beyond one’s 
own ability.

•  Having the physician 
check if there is 
a query from a 
staff member from 
HCU, as drugs are 
administered on the 
basis of orders from 
physicians.

14
No potential 
of residual 
disability

Emergency 
room → 
contrast 
imaging room

The patient was brought to the emergency room 
early in the morning in a state of cardiopulmonary 
arrest. Cardiopulmonary resuscitation was 
performed and administration of Meylon was 
halted after the patient was resuscitated, and an 
order was given to start Olives at 4mL/h. This was 
placed on an infusion pump and two staff members 
checked it before starting the pump. In addition, 
Inovan, Dobupum and fluid infusions were given. 
The patient was disconnected from the Meylon. 
The patient was moved to the operating theater for 
contrast radiography. In an emergency, patients 
were brought directly into the operating theater 
from the contrast imaging room side, rather than 
using the usual theater entrance. Via the monitor at 
the usual entrance, the theater nurse saw the patient 
being brought into theater and immediately went to 
the contrast imaging room with the anesthesiologist. 
In the contrast imaging room, the physician moved 
the patient onto the examination table and set up 
the pumps for the infusions. The outpatients section 
stretcher and infusion pumps were placed in the 
corridor.
It was discovered that the Olives infusion was fully 
open, with no pump attached. The patient was fitted 
with an electrocardiogram monitor, which did not 
show any waveform, so it was ascertained that 
the patient was in cardiac arrest again. When the 
physician made to administer Meylon, s/he found 
that it was still connected to the infusion pump. The 
patient’s heartbeat resumed immediately and PCI 
was carried out after inserting PCPS.

The entry route into the 
operating theater differed 
from usual because the 
patient was brought in as 
an emergency.
Accordingly, there was no 
handover or check of the 
infusion amount.
While being transported, 
the Olives was being 
administered by drip using 
an infusion pump.
After entering the contrast 
imaging room, the patient 
was switched from the 
emergency room infusion 
pump to the operating 
theater infusion pump.
The patient was brought in 
as an emergency and was 
moved to the emergency 
room by the physician 
alone, so the details of the 
situation were unclear.

•  Reporting to the 
operating theater if 
any information is 
known in advance 
about the entry route.

•  Engaging in 
discussions and 
developing a 
common awareness, 
so that it is not 
necessary to switch 
between equipment 
belonging to 
different departments 
in the event of an 
emergency.

•  Avoiding the use of 
an Olives infusion 
while transferring 
patients. Using a 
Xylocaine shot (from 
the department 
of cardiovascular 
medicine) instead.

•  Drawing a line on 
the bottle to show the 
infusion amount and 
checking the dosage.

•  Developing a 
knowledge of pumps 
and infusion sets.

Moreover, the details of these events that were a particular focus of discussions by the Expert Analysis Group 
and the Comprehensive Evaluation Panel are shown below.

A) Outpatients → ward
No.1   Event in which drug allergy information was not handed over (see No.7 on p.190 above)
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No.2　   Event in which drug allergy information was not handed over (see No.8 on p.191 above)
No.3　    Mistake in the usage and dosage of a drug at the time of prescription (see No.9 on 

p.191 above)
B) Ward → outpatients
No.6　  Event in which a change in prescription during admission was not communicated to 

the outpatients section
○ The reason why the discharge summary was not able to be used is unclear.

○  If the medical institution reporting this event has introduced electronic medical records, it could conceivably 
make improvements via the IT system. However, there are many notes on electronic medical records, making 
it quite difficult to look for information about a change in the prescription for Amaryl.

○  This kind of event can occur if the outpatient physician copies and pastes the pre-admission prescription. In 
the event that there is a particularly large number of oral medications, it is likely that a reduction in one or 
two of these would not be noticed.

○  Systems have been introduced that highlight particularly important information by adding a “sticky note” 
function to the electronic medical record. It seems that there are “sticky note” functions that are set to 
disappear after a certain period has elapsed, as “sticky notes” that are displayed for a long time do not work 
very well.

○  When introducing treatment information systems, there are cases in which the timing of their introduction 
in the inpatient and outpatient sections of the hospital differ, as do their settings. This also has the potential 
to be a factor in problems relating to clinical handover of information between inpatient and outpatient 
sections.

○  One conceivable idea is to create a special mechanism specifically for clinical handover of information 
concerning particularly high-risk drugs.

○  It is believed to be possible that the doctor who treated the patient while admitted was the same one who 
examined the patient as an outpatient. At large-scale hospitals such as university hospitals, it is necessary 
to design and operate the IT system on the premise that different doctors will see the patient as an inpatient 
and as an outpatient.

○  The event occurred on a Sunday, and there is a possibility that this was a factor behind the treatment system 
aspects.

○  If a pharmacist had provided drug administration guidance during the admission, so that the patient had a 
better understanding of the situation, there is a possibility that this event might have been prevented.

C) Outpatients/ward → pharmaceutical department
No.7　  Event involving a mistake in the registration of an anticancer drug protocol (see No.10 

on p.191 above)
No.8　  Event involving a mistake in the administration speed of an anticancer drug (see 

No.11 on p.192 above)
No.9　  Event in which the prescription order did not reach the pharmaceutical department
○  The fundamental cause is thought to be the fact that the order did not reach the pharmaceutical department. 

It is necessary for the internal systems administrator and the pharmaceutical department staff to carry 
out adequate checks; given that a similar event had occurred previously, verification of the details of the 
improvements made at that time is required. In particular, checks of the master drug system are required.

○  In relation to the fact that the Theodur order did not arrive, it is presumed that this was not an unusual 
prescription in any way. Accordingly, it is necessary to adequately verify whether similar events to this had 
occurred, or whether this is an event that had occurred as a result of a specific set of circumstances.
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○  The fact that the nurse placed the previous prescription docket in the pocket of the record file, even though the 
next batch of drugs had not arrived is an area in which improvements can be made. It would seem that operational 
procedures have been developed, and the fact that these were not properly complied with is a problem.

D) Operating theater → ward
No.11　  Event in which a drug was administered via a peripheral vein at a concentration 

suitable only for administration via a central vein (see No.12 on p.192 above)
No.12　  Event involving a mistake in the dilution conditions of the drug for continuous 

infusion
○  The fact that Nor-Adrenalin 50mg/mL was administered at 3mL/h suggests that the injection was adjusted 

using 50 ampoules of Nor-Adrenalin, but there is no note stating that an inquiry was made about the 
prescription, so it is necessary to think about why the staff members did not have any doubts about dealing 
with an order that was so vastly different from the usual order, even assuming that the patient’s condition 
was very poor.

○  The physician involved had a year and three months of occupational experience, but questions remain about 
why there was no step in which a physician such as the supervising physician checked the order for Nor-
Adrenalin given by the physician concerned.

○  The Nor-Adrenalin was changed over at 23:00, and there is a possibility that the fact that it was late at night 
had an impact in terms of insufficient checking of the order or the adjustment process.

○  If the pharmacist dispenses the drug, an inquiry about the prescription is probably required.

○  In terms of improvement measures, it has been reported that the improvements to be made include a handover 
manual, order sheet, and handover from the anesthesiologist to the physician. At the same time, would it not 
be a good idea to consider a system that can prevent such events before they occur, even if there is an error?

E) Emergency room → contrast imaging room
No.14　  Event involving the mistaken connection to an infusion pump of a drug for continuous 

infusion
○  From the perspective of appropriate management of medical devices, it is understandable that it is standard 

procedure to switch infusion pumps when transferring patients between divisions or departments. However, 
in emergencies such as that in this reported event, it is necessary to reconsider the necessity of changing 
such devices over.

○  It is presumed that there will be other experiences of similar cases, so it is necessary to rethink the procedure 
from the perspective of safety.

(c)  Content of information and medium used for handover in events related to clinical handover 
between divisions or departments, etc. of information concerning drugs

The cases shown in Fig. III-2-14 were 1) cases in which clinical handover of information by the previous 
division/department was forgotten or incorrect information was handed over; and 2) cases in which the correct 
information was handed over by the previous division/department, but the flow of information was disrupted 
or the information was misunderstood in the division/department in question. The content of the information 
not handed over, or the content of the information that was handed over and the medium used for handover 
between divisions or departments in each case has been analyzed and is shown below.

i) Clinical Handover of information between divisions or departments
A)  Information that the previous division/department forgot to hand over or handed over 

incorrectly
Among these events are a case in which the emergency and critical care center did not tell the HCU the dilution 
conditions of Kakodin, a case in which the outpatients section conveyed the wrong chemotherapy regimen 
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to the pharmaceutical department, a case in which the ward told the pharmaceutical department the wrong 
administration rate for 5-FU, and a case in which the operating theater did not tell the ward the correct dosage 
of Fentanyl. Fig. III-2-15 shows the information that the previous division/department forgot to hand over or 
handed over incorrectly

Fig. III-2-15 Information Not Handed Over by the Previous Division/Department (Medical 
Adverse Events)

Information that the previous division/department forgot to hand over or handed over incorrectly
1. Events in which the previous division/department forgot to hand over information

1) Emergency and critical care center → HCU
•  Nurse did not do a handover concerning the Kakodin dilution conditions
•  Physician did not note the dilution conditions of Kakodin on the order sheet

2. Events in which the previous division/department handed over incorrect information
1) Outpatients → pharmaceutical department

•  Wrong chemotherapy regimen handed over
2) Ward → pharmaceutical department

•  Whereas 5-FU 3,000mg should have been administered over 46 hours, the physician mistakenly wrote “to be administered 
over 24 hours” on the injection order form and this information was handed over from the ward to the pharmaceutical 
department

3) Operating theater → ward
•  The operating theater stated in the operative notes that the dosage of Fentanyl was 6mL/h, but stated on the telephone that 

it was 1mL/h (the theater nurse said that s/he had said on the phone that it was 1mL/h, so the information was inaccurate)
*Arrows indicate the direction of the flow of information.

B)  Content of information and the medium used for handover between the previous division/
department and the division/department in question

In most cases, the medium used for clinical handover of information between the previous division/department 
and the division/department in question was a prescription or prescription record. There were also cases 
in which information was handed over in the form of the drug that the patient was currently receiving via 
continuous infusion after this had been prescribed. In some of these cases, the information was handed over 
to the facility in question and handed over correctly to some extent within the facility, but the flow was 
subsequently disrupted or the information was misunderstood, resulting in the information ultimately not 
being handed over.

Fig. III-2-16 shows the incorrect information handed over and the medium used for clinical handover of 
information between the previous division/department and the division/department in question.

Fig. III-2-16 Content of Information and Medium Used for Handover (Medical Adverse Events)
Information handed over by the previous division/

department
Handover of information within the division/

department in question
1. Details of allergy information on the electronic medical record

[Outpatients] Written notes of allergy information  →

[Ward]
1)  Nurse: Checked that there was information in the allergies 

field on the electronic medical record
2)  Patient: Declared to the outpatient attending physician, 

charge nurse and ward pharmacist
3)  Pharmacist: Compiled drug guidance record and drug audit 

docket
2. Prescriptions and prescription records, etc.
[Outpatients] Compiled Rheumatrex prescription record → [Ward] Checked the Rheumatrex brought in at hospitalization
[Outpatients or ward] Entered the prescription record on 
the medical information system
[Outpatients] Made a note on the clinical card of 
the change in the order for medicines brought in at 
hospitalization

→
[Ward]
1)  Nurse: Noted the details of medicines brought in at 

hospitalization on the Pre-admission Medication Form
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①Handover of correct information
②Handover of incorrect information
③Handover of information disrupted
④Misunderstanding of information handed over

A, B  Division/department
X  Correct information
Y  Incorrect information

Cases in which information was not handed over 
from Division/Department A to Division/Department B

Cases in which information was handed over 
from Division/Department A to Division/Department 

[Ward] Noted on the medical record the change in the 
prescription for Amaryl and the order for the reduction of 
concomitant drugs as well
[Ward]
•  Order for “Theodur tablets 100mg two tablets to be 

taken in the morning and evening”
•  “Next prescription ordered” written on the prescription 

docket for the drugs that had already been finished
•  The prescription docket for the drugs that had already 

been finished was placed in the pocket on the record file 
before the next batch of drugs had been delivered

[Operating theater] Injection prescription drawn up, 
noting the order to administer Reminaron via a central 
vein
3. Drugs administered
[Operating theater] Nor-Adrenalin injection (3mg + 
normal saline 47mL) 3mL/h ordered and given → [Ward] Decided to continue the order from the operating 

theater
[Emergency room] Olives started using an infusion pump 
at 4mL/h

*Arrows indicate the direction of the flow of information.

(d) Factors impeding clinical handover of information
Cases in which clinical handover of information did not take place can be broadly categorized as follows: 1) cases 
in which the correct information was not handed over from the previous division/department to the division/
department in question; and 2) cases in which the correct information was handed over from the previous division/
department to the division/department in question. Category 1) can be further classified into (a) cases in which 
the previous division/department forgot to hand over information; and (b) cases in which the previous division/
department handed over incorrect information; category 2) can be further classified into (c) cases in which 
the flow of information within the division/department in question was disrupted; and (d) cases in which the 
information was misunderstood within the division/department in question (Fig. III-2-17). There are limits to the 
volume of information actually reported, so it is not possible to classify events into categories (a) or (b) with the 
greatest accuracy, but based on the information that has been reported, events have been divided into those that 
were mainly due to the flow of information being disrupted, those that were mainly due to the misunderstanding 
of information, and those in which both are thought to have been involved; the number of cases for each type and 
the reasons for the disruption or misunderstanding are shown in Fig. III-2-18 and Fig. III-2-19.
The reasons for the disruption of the flow of information included a lack of checks between divisions/departments 
concerning allergy information or changes in prescriptions recorded on the electronic medical record, as well 
as technical problems with ordering (problems with orders using the set menu and with information about drug 
contraindications, handover problems), and failure to follow procedure when prescribing drugs.
Moreover, the reasons why information was misunderstood included misunderstandings between divisions/
departments concerning prescription notation and a lack of knowledge.
In these cases, many of the reasons demonstrate that there is scope for improvement in carrying out duties, 
suggesting that the reported medical adverse events were preventable.

Fig. III-2-17 The Flow of Information Handover as Seen from the Reported Events
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Fig. III-2-18 Reasons Why Information Was Not Handed Over (Medical Adverse Events)
Correct information not handed over by 
the previous division/department to the 

division/department in question

Correct information handed over by the previous division/
department to the division/department in question

TotalInformation not 
handed over

Incorrect information 
handed over

Mainly due to the flow 
of information being 

disrupted

Mainly due to the 
misunderstanding of 

information

Due to both the flow 
of information being 

disrupted and the 
misunderstanding of 

information
Number of events Number of events Number of events Number of events Number of events

1 3 6 3 1 14

Fig. III-2-19 Reasons Why Information Was Not Handed Over (Medical Adverse Events)

Division/
department

Information not handed 
over by the previous 

division/department to 
the division/department in 

question  →

Information handed over by the previous division/
department to the division/department in question

Reason why the 
information was not 

handed over

Reason why clinical handover of 
information was disrupted

Reason why the 
information was 
misunderstood

Outpatients → 
ward →

[Outpatients]
Outpatient attending physician did not inform ward 
physician about allergy information
[Ward]
1) Allergy information on the electronic medical 
record not viewed
2) Allergy information not checked with the patient

Outpatients → 
ward →

[Ward]
Misunderstanding of 
Rheumatrex usage

Outpatients → 
ward →

[Outpatients]
Prescription medication increased but this was not 
noted on the record
[Ward]
Prescription reliant upon the patient’s disclosure, 
without referring to prescription records on the 
medical information system

Outpatients → 
operating theater/

ward
→

[Outpatients]
Information not handed over to the ward
[Ward]
Information about contraindications unable to be 
seen as heparinized normal saline was ordered 
from the integrated set, rather than the injection 
ordering system

Outpatients → 
ward →

[Ward]
1) Physician did not order the changed order written 
on the clinical card
2) Nurse did not notice the order on the clinical 
card

Ward → 
outpatients →

[Outpatients]
Reduction in anti-diabetic drug not checked, 
despite being noted on the medical record compiled 
during the admission
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Division/
department

Information not handed over by the 
previous division/department to the 

division/department in question
 →

Information handed over by the previous 
division/department to the division/

department in question

Reason why the information was not 
handed over

Reason why 
clinical handover 

of information was 
disrupted

Reason why the 
information was 
misunderstood

Outpatients →
pharmaceutical 

department

[Outpatients]
1) Prostate cancer chemotherapy regimen with 
incorrect administration interval registered with the 
pharmaceutical department
2) (1st chemotherapy session) carried out
3) Schedule for 2nd and subsequent sessions not noted 
on the medical records
4) (Day of outpatient consult) Outpatient Physician 
A checked the registered regimen with the senior 
physician and the pharmaceutical department and 
noted the dates of the 2nd and 3rd sessions on the 
chemotherapy schedule
5) (2nd chemotherapy session) Outpatient Physician 
C checked the regimen with Physician A and the 
pharmaceutical department and carried it out

→
[Handover 
of incorrect 
information]

Ward →
pharmaceutical 

department

[Ward]
When administering 5-FU 3,000mg over 24 hours, this 
was noted on the injection order form (incorrect order)

→
[Handover 
of incorrect 
information]

Ward →
pharmaceutical 

department
 →

[Pharmacy]
Prescribed order did not reach 
the pharmacy terminal
[Ward]
Previous prescription docket 
was placed in the pocket of 
the record file without the new 
prescription docket having 
arrived, and there was no 
handover to the other nurse 
about the fact that the ongoing 
medication had not arrived

Operating 
theater →

ward

[Operating theater]
1) Handover error
2) Unclear how accurate the subsequent telephone 
contact with the ward was, when the theater phoned to 
amend the information

→
[Handover 
of incorrect 
information]

Operating 
theater →

ward
 →

[Ward]
Fact that a CV line had not been 
secured not reported to the 
attending physician

[Ward]
No knowledge of the 
side-effects resulting 
from the administration 
of the drug in high 
concentrations

Operating 
theater →

ward
 →

[Ward]
Undiluted Nor-Adrenalin 
injection (50mg/50mL) 
3mL/h ordered on the 
injection order

Emergency and 
critical care 

center →
HCU

[Emergency and critical care center]
Lack of handover (patient transferred before handover 
took place)

[Information 
not handed 

over]

Emergency 
room →
contrast 

imaging room

 →

[Contrast imaging room]
After entering the 
contrast imaging room, 
the patient was switched 
from the emergency 
room infusion pump to 
the operating theater 
infusion pump
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(e) Improvement measures
The reported proposals for improvements are summarized below.

i) Improved knowledge concerning drugs and medical devices
○ Developing a deeper awareness of the risk of drug allergies.

○ Improving knowledge about such matters as infusion pumps and infusion sets.

ii) Procedures and systems for checking medicines brought in at hospitalization
A) Systems for checking medicines brought in at hospitalization
○  Distributing medication handbooks free of charge and giving consideration to creating a system that enables 

prescriptions to be created accurately within a short period of time, in order to share information, such as 
details of medication history management.

○ Adding a check box for medicines brought in at hospitalization to the ordering form used on admission.
○  Constructing a system to enable the outpatient team to check any prescription changes made during 

admission.
○  The outpatient attending physician shall note the following details on the record when requesting admission 

(when the outpatient attending physician submits a request for admission to the Chief Ward Physician): 
disease name; summary of events leading up to admission request; details of symptoms and prescriptions 
that have undergone particular changes recently; objective of admission; any particular examinations that 
should be carried out; and details of explanation given to the patient and/or family members about the 
foregoing information.

○  If there is no time to note the details stipulated in the previous item on the record at the time of the outpatient 
consultation, the outpatient attending physician shall either write the disease name and other information 
on the record after the consultation or shall send the details by e-mail to the Chief Ward Physician (or, if 
the Chief Ward Physician is absent, to the Deputy Chief Ward Physician or the clerical department with 
responsibility for bed management). If there are any omissions or anything is unclear, the person in charge 
of the ward (Chief Ward Physician or Deputy Chief Ward Physician) shall contact the outpatient attending 
physician directly.

B) Methods of checking medicines brought in at hospitalization
○  If the patient is being seen at the hospital in question, using not only information from the patient, but also 

the internal medical information system to check medicines brought in at hospitalization.
○  If the patient is being seen at another medical institution, ensuring that items such as the medication 

handbook, the drug explanation sheet, and the referral letter are checked; if the name of the medication or 
its usage and dosage are unclear, such as in the case of powdered medication, ensuring that an inquiry is 
submitted to the facility that issued the prescription or the pharmacy that dispensed it.

○  Methods of checking information about changes to drugs prescribed by the outpatient section at the time of 
admission

•  The outpatient attending physician shall note the following details on the record when requesting admission 
(when the outpatient attending physician submits a request for admission to the Chief Ward Physician): 
disease name; summary of events leading up to admission request; details of symptoms and prescriptions 
that have undergone particular changes recently; objective of admission; any particular examinations that 
should be carried out; and details of explanation given to the patient and/or family members about the 
foregoing information (stated again).

•  If there is no time to note the details stipulated in the previous item on the record at the time of the 
outpatient consultation, the outpatient attending physician shall either write the disease name and other 
information on the record after the consultation or shall send the details by e-mail to the Chief Ward 
Physician (or, if the Chief Ward Physician is absent, to the Deputy Chief Ward Physician or the clerical 
department with responsibility for bed management). If there are any omissions or anything is unclear, 
the person in charge of the ward (Chief Ward Physician or Deputy Chief Ward Physician) shall contact the 
outpatient attending physician directly (stated again).

•  When deciding on admission, the outpatient attending physician and the ward physician shall remain in 
contact, without fail, and shall check the disease name and other details.

•  The ward pharmacist and the attending physician handling the admission shall check the patient’s drugs 
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on admission.
•  Drugs shall be prescribed by the supervising physician rather than the resident; if the resident prescribes 
drugs, the supervising physician shall check this.

○  Avoiding the use of transcribed information concerning medicines brought in at hospitalization (such as the 
Pre-admission Medication Form), as there is a possibility that this might not be the latest information.

iii) Improved treatment information systems
A) Gaining a reliable understanding of allergy information
○  Ensuring that single-use drug prescriptions are ordered only via the prescription ordering system, other than 

in an emergency, thereby making it harder to overlook drug allergy information.
○  Gathering allergy information from the clinical card at the time of admission.
○  Creating a system that enables allergy information to be checked, even when ordering injections using a set 

menu.
○  Considering IT system improvements in relation to information concerning contraindicated drugs on 

electronic medical records.

B) Setting alerts to prevent overdoses
○ Considering whether it is possible to generate a warning about the upper dosage limit when ordering drugs.

iv) Using and checking medical records and treatment information forms
A) Recording of the prescription details
○  Ensuring that physicians communicate important allergy information verbally in a suitable fashion and enter 

this on the written records.

B) Verification of the prescription details
○  Alerting staff members to the need to carry out checks at the time of discharge and pay attention to such 

matters at outpatients after discharge, because prescriptions can change before and after admission.
○  If the patient is being seen at the hospital in question, using not only information from the patient, but also 

the internal medical information system to check medicines brought in at hospitalization (stated again).

C) Verification of allergy information
○ Gathering allergy information from the clinical card at the time of admission (stated again).

v) Checking the chemotherapy regimen
○  Noting not only the drug name and dosage, but also the administration interval on both the inpatient and 

outpatient medical records.
○  Ensuring that the administration schedule is double-checked with a physician conversant with the regimen 

when it is drawn up.
○  Ensuring thorough adherence to the process of obtaining a Chemotherapy Explanation and Consent Form 

whenever the treatment regimen is altered.
○  Amending the chemotherapy administration schedule (adding a new field for stipulating the administration 

time).
○ Standardizing the method used to fill out the chemotherapy administration schedule.
○ Sharing information by means of a chemotherapy administration schedule.

vi) Specific content of the check process
A) Establishment and thorough implementation of rules for checks
○  Ensuring that single-use drugs are ordered only via the prescription ordering system, other than in an 

emergency, thereby making it harder to overlook drug allergy information (stated again).
○  Rules for dealing with ongoing prescriptions for oral medication.

•  In the case of ongoing prescriptions, ensuring that the prescription docket for drugs that have been finished 
is not placed inside the pocket of the file until the next batch of oral medication has arrived on the ward. 
Checking the previous prescription docket and the content of the next prescription once it arrives.

•  Ensuring that a handover to the charge nurse takes place without fail if the patient’s dose of oral medication 
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for the following morning is not there.
○ Establishment of rules for handover between the operating theater and the ward

•  Considering developing a handover manual. Considering a system for order sheets for drugs to be continued 
from the operating theater.

•  Checking the anesthesia chart for details such as the composition and flow rate of infusions, rather than 
relying solely on the notes in the nursing records.

•  Ensuring that surgical nurses and ward nurses use the point-and-call method to check the infusion fluid 
and order sheet in the hatchway.

•  Ensuring that verbal orders are dealt with in accordance with the manual. Paying particular attention to 
such matters as the composition, flow rate and specification when carrying out checks.

•  As the nursing records are duplicates, ensuring that if there is a change, the alteration is made in red ink 
on the records on both the ward and in the department of surgery, and that the changes are handed over 
directly in person.

•  Improving the handover of drugs from the anesthesiologist to the physician.
•  Ensuring that the attending physician checks the composition on the anesthesia chart before issuing an 
order.

○  In the case of drugs requiring strict management of the administration speed, drawing a line on the bottle to 
show the infusion amount and checking the dosage.

○  Ensuring that physicians carry out checks in relation to drugs used in HCU that require a high level of 
expertise.

○  Ensuring thorough adherence by both physicians and nurses to the process of checking that there are no 
mistakes in the orders issued.

B) Checks of specific drugs
○  Accepting orders for Reminaron only after checking the order sheet against the injection prescription.
○  Avoiding the use of an Olives infusion while transferring patients and using an intravenous injection of 

Xylocaine instead.
○  In the case of drugs requiring strict management of the administration speed, drawing a line on the bottle to 

show the infusion amount and checking the dosage.
○  Holding courses for staff involved in chemotherapy and making attendance compulsory.
○  Introducing a regimen ordering system.
○  Ensuring thorough checks of the drug administration time when pharmacists audit regimens.

vii) Revision of the system for managing medical devices
○  Engaging in discussions and developing a common awareness, so that it is not necessary to switch between 

equipment belonging to different departments in the event of an emergency.

viii) Sharing of information among staff members
○ Sharing information by means of a chemotherapy administration schedule.
○ Sharing information when dealing with ongoing prescriptions for oral medication.

•  In the case of ongoing prescriptions, ensuring that the prescription docket for drugs that have been finished 
is not placed inside the pocket of the file until the next batch of oral medication has arrived on the ward. 
Checking the previous prescription docket and the content of the next prescription once it arrives (stated 
again).

•  Ensuring that a handover to the charge nurse takes place without fail if the patient’s dose of oral medication 
for the following morning is not there (stated again).

○ Sharing of information between the operating theater and the ward
•  As the nursing records are duplicates, ensuring that if there is a change, the alteration is made in red ink 
on the records on both the ward and in the department of surgery, and that the changes are handed over 
directly in person (stated again).

○  Reporting to the operating theater if any information is known in advance about the patient’s entry route, so 
that staff can be on standby with as much notice as possible.
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○  In the case of drugs requiring strict management of the administration speed, drawing a line on the bottle to 
show the infusion amount and checking the dosage (stated again).

ix) Checks and cooperation requested of patients and their families
○  Ensuring thorough adherence to the process of obtaining a Chemotherapy Explanation and Consent Form 

whenever the treatment regimen is altered.

(4) Analysis of Medical Adverse Events Related to Clinical Handover Between 
Clinical Departments, or Between a Clinical Department and a Functional 
Division/Department of Information Concerning Drugs

(a) Occurrence status
The 28th Quarterly Report tabulated and analyzed 8 medical adverse events related to clinical handover 
between clinical departments of information concerning drugs and 3 medical adverse events related to 
clinical handover between divisions or departments of information concerning drugs that were reported 
between October 2004 and December 31, 2011, with a particular focus on clinical handover of information 
between clinical departments and between a clinical department and a functional division/department, such as 
“department of XXX - department of YYY” or “department of internal medicine - endoscopy room”.

(b)  Introduction to specific examples of medical adverse events related to clinical handover 
between clinical departments, or between a clinical department and a functional division/
department of information concerning drugs

Focusing on those reported events involving errors in clinical handover of information between clinical 
departments, or between a clinical department and a functional division/department, the main reported events 
are shown in Fig. III-2-20, with the addition of more specific information about the interaction between the 
two bodies.

Fig. III-2-20 Medical Adverse Events Related to Clinical Handover Between Clinical 
Departments, or Between a Clinical Department and a Functional Division/Department of 
Information Concerning Drugs

No. Severity of 
event

Flow of 
information Details of event Background and causal 

factors
Improvement 

measures

1 No disability
Psychiatric 
department → 
dermatology 
department

A patient with schizophrenia, who had 
been admitted and discharged on multiple 
occasions and was suffering from chronic 
synovitis as a complication, was admitted 
for whole-body management and monitoring 
of his/her psychiatric condition due to 
becoming febrile. At the time of admission, 
the patient began to be administered 
vancomycin and his/her symptoms were 
being alleviated, but it was difficult to 
secure an intravenous route, so the ICT 
was consulted, with a view to switching the 
patient from vancomycin to another drug. 
As a result, it was judged to be possible 
to administer a penicillin antibiotic. 
Moreover, there were no notes on the 
previous admission summary concerning 
allergies, so administration of Sawacillin 
commenced. Redness and fever centered 
on the neck area were noticed the following 
day, so a consultation with the dermatology 
department was sought, but the impression 
was that it was not a drug eruption; 
accordingly, administration continued, but 
the situation did not improve.
Subsequently, a reference to a penicillin 
allergy was found in the patient information 
field on a previous summary, so the patient 
was switched to a new quinolone.

There was a remark in the 
patient information field about 
the patient’s penicillin allergy, 
but rather than the specific drug 
name, the generic name had 
been entered as free text, and 
this information was not checked 
when ordering the Sawacillin 
used on this occasion.
Accordingly, after this event 
occurred, the name of the 
particular penicillin drug involved 
was added, but this does not cover 
all of the penicillin preparations 
used at the hospital in question.

•  Re-registration 
in each clinical 
department was 
requested, in order to 
ensure that checks of 
allergy information 
entered in free text 
fields take place 
when ordering drugs.
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2 No disability
Radiology 
department → 
hematology 
department

The fact that the patient had a history of 
having experienced what was thought to be a 
drug eruption due to a cephem antibiotic six 
years earlier was ascertained and was noted 
in the allergies column on both the radiology 
department record and the new patient referral 
form.
The staff member concerned did not know how to 
enter the patient’s drug allergies on the ordering 
screen, and s/he had never had to enter such 
details before.
Receiving an order for a third-generation cephem 
antibiotic, the staff member concerned ordered 
ceftazidime 2g 2 times/day. This was reported 
to the attending physician in the hematology 
department by telephone. When consulting the 
physician about the fact that the patient had 
developed a rash and mild urticarial lesions on 
the trunk of his/her body, thought to be the result 
of ceftazidime, a switch to a fourth-generation 
antibiotic was ordered and the staff member 
concerned ordered Firstcin 2g 2 times/day.
Two days later, the patient was referred to the 
dermatology department and was found to have 
erythema with a fusing tendency on the trunk of 
his/her body; the response was that toxicoderma 
was suspected, but the cause was difficult to 
identify because the patient had been started on 
multiple medications. The patient returned to 
the dermatology department another two days 
later and was found to have erythema from the 
face to the trunk and on all four limbs, with a 
tendency toward exacerbation; the response 
was that the patient should be switched to an 
antibiotic in another class (minocycline) with IV 
administration of Stronger Neo-Minophagen C, 
so the prescription was changed to minocycline 
100mg 1 time/day. Among other findings, the 
patient’s throat appeared swollen, so OxyContin 
was changed, and the minocycline and oral 
medications that could be stopped were halted.
The rash subsequently improved and when the 
patient returned to the dermatology department, 
only scales remained.

With regard to the 
administration of antibiotics 
for symptoms of infectious 
diseases resulting from bone 
marrow suppression after 
incorrect administration of 
anticancer drugs, the fact that 
the patient had a history of 
an event thought to be a drug 
eruption due to a cephem 
antibiotic six years previously 
had been ascertained and was 
recorded in the drug allergies 
column on the radiology 
department record and the 
new patient referral form.
However, details of the 
patient’s drug allergies were 
not communicated to the 
hematology department and 
the staff member concerned 
did not make a note of them 
in the drug allergies section 
of the ordering system, 
because s/he did not know 
how to do so.
The attending physician 
also failed to notice this and 
although the nurse and the 
ward pharmacist had each 
checked the patient’s allergy 
at the time of admission, with 
the details being recorded 
in the nurse’s notes and on 
the pharmacist’s patient 
information form, they did 
not notice that a cephem 
antibiotic had been ordered.

•  Ensuring that 
physicians double-
check the allergy 
history when 
ordering the 
administration of 
drugs.

•  Entering details of 
the allergy history 
ascertained on the 
ordering system, 
without fail.

•  Ensuring that 
nurses and duty 
pharmacists check 
that allergy details 
have been entered 
on the ordering 
screen.

•  Checking what has 
been written in the 
designated sections 
of medical records 
and nursing records.

•  Ensuring that duty 
pharmacists check 
orders for drugs to 
which the patient is 
allergic.

•  Ensuring that 
physicians 
providing guidance 
to residents check 
their orders and 
records. Moreover, 
ensuring that they 
sign to confirm that 
they have checked 
them.

3
Low potential 
of residual 
disability

Department 
of internal 
medicine → 
dermatology 
department

The patient underwent resection of a necrotic 
portion of a sacral pressure ulcer. The patient was 
taking Warfarin, but there was poor control of 
his/her PT (INR); however, debridement of the 
pressure ulcer was carried out without having 
adequately grasped this fact, whereupon the 
patient went into preshock due to hemorrhage.

There is insufficient sharing 
of information between the 
attending physician and 
dermatologist concerning the 
patient’s condition and the 
treatment being provided.
Multiple nurses are involved 
in a single treatment, 
with tasks being divided 
among them, so there is no 
understanding or assessment 
of the patient’s general 
condition.
Cooperation and clinical 
handover of information 
between nurses is inadequate. 
There is a lack of knowledge 
concerning drugs.

•  Ensuring that 
the attending 
physician carries 
out a handover to 
the dermatologist 
concerning the 
drugs being used, 
when requesting 
an examination by 
the dermatology 
department.

•  Ensuring that the 
dermatologist 
checks the patient’s 
condition and 
examination data 
on the record before 
examining the 
patient.

•  Ensuring that 
nurses involved 
in treatment in 
the dermatology 
department take 
responsibility 
for dealing with 
the patient until 
handover to the 
charge nurse takes 
place.
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4
Low 
potential 
of residual 
disability

Department of 
cardiovascular 
medicine → 
hematology 
department

The patient was admitted to the hematology department 
due to systemic lupus erythematosus; her condition 
deteriorated and it was deemed difficult for her to continue 
her pregnancy, so an abortion was induced.
DIC occurred post-operatively, so Reminaron was 
administered.
At the time of the examination, the patient was found 
to have chest pain and dyspnea, so a contrast CT was 
carried out and she was diagnosed with pulmonary 
thromboembolism; the cardiovascular department was 
consulted and anticoagulant therapy was commenced 
using heparin.
Administration of Reminaron was halted and, following 
the ordering of 20,000 units of heparin by mistake, instead 
of 2,000 units, a verbal order was given to administer 
it intravenously, resulting in the patient being given an 
overdose.

Continuous intravenous 
infusion of 25,000 
units/5A/day was ordered 
and where an initial 
intravenous injection of 
2,000 units should have 
been ordered, 20,000 
units were ordered by 
mistake.
The patient experienced 
severe dyspnea, which 
was deemed to be 
caused by pulmonary 
thromboembolism, and 
in the rush to treat this, 
the dosage mistake went 
unnoticed.
It was very busy, because 
of outpatient duties, the 
increasing severity of the 
condition of the patient 
who had been admitted, 
and patients transferred 
from other clinical 
departments.
The contrast CT results 
were checked during 
the afternoon outpatient 
consultation session 
and the cardiovascular 
department consulted; 
after the outpatient 
consultation session 
ended, the physician 
returned to the ward and 
sought to administer the 
heparin.

•  Asking physicians 
dealing with inpatients 
for assistance when it 
is very busy, so that 
multiple staff can attend 
to patient care.

•  Strengthening 
collaboration among 
physicians within each 
clinical department, so 
that outpatient physicians 
can devote themselves to 
outpatient consultations 
and ward physicians can 
treat patients admitted to 
wards.

•  Dividing heparin 
administration into 
one-shot intravenous 
injection orders and 
continuous infusion 
orders.

•  In the event of an inquiry 
about a prescription 
from the pharmaceutical 
department if there 
has been an order for 
a dosage in excess of 
the usual amount, as in 
this case, taking care to 
ensure that the matter is 
considered by multiple 
physicians, rather than 
being based on the 
judgment of a single 
physician.

5 No disability

Department 
of internal 
medicine → 
orthopedic 
department

A patient who had been admitted for surgery for 
knee osteoarthritis was to be started on pre-operative 
anticoagulant therapy using heparin, so the attending 
orthopedic physician prescribed heparin 15,000 units 2 
times/day, in accordance with the order from the physician 
in the department of internal medicine.
When the physician in the department of internal medicine 
checked the record two days later, s/he discovered that 
instead of the proper order for a total of 15,000 units, 
30,000 units had been prescribed and administered.

Lack of communication 
between the physicians.
The order to administer 
heparin 15,000 units 
2 times/day was 
ambiguous in terms of 
how many units should 
be administered in one 
day.

•  Developing a deeper 
knowledge of how to use 
heparin.

•  The notation method for 
prescriptions has been 
standardized. (Shows the 
amount to be given in 
one dose and the number 
of times this should be 
administered)

6

Low 
potential 
of residual 
disability

Nephrology 
department 
→ 
neurosurgery 
department

The patient had been admitted to the neurosurgery 
department due to a subarachnoid hemorrhage caused 
by an external injury. S/he had a history of rheumatoid 
arthritis and had previously been taking Rheumatrex, but 
was not taking it at present.
The patient’s condition stabilized, so s/he underwent 
examination in the nephrology department, under the 
care of which s/he had been due to rheumatoid arthritis, 
and the attending physician ordered a prescription 
for Methotrexate (2). (It should be noted that, while 
the different types of Methotrexate preparation are 
distinguished in English on the basis of the active 
ingredient content, in Japanese they are distinguished 
by the similar but slightly different names Metotorekisa-
to and Mesotorekise-to; the former is Methotrexate 
(2mg), while the latter is Methotrexate (2.5mg). In 
Japan, the preparation used as an antirheumatic is 
called Metotorekisa-to, while the preparation used as an 
antineoplastic is called Mesotorekise-to.) In doing so, 
the physician wrote “MTX(2) 3 tab (2-0-1/week)” on the 
record.
Based on this order, the neurosurgeon assumed that this 
was Methotrexate (2.5) and issued filler prescriptions 
for four days’ supply and three days’ supply of three 
tablets (2-0-1). The patient was administered the drug 
continuously for a total of seven days.
Blood sample data showed pancytopenia, so 
administration of Methotrexate (2.5) was ceased; a blood 
transfusion was carried out and G-CSF preparation was 
administered. Some improvement in the pancytopenia 
was seen, but s/he developed aspiration pneumonia 
and antibiotics began to be administered. The patient 
developed arrhythmia (VT) due to hypoxia resulting from 
the pneumonia and went into ventricular fibrillation, but 
his/her heartbeat resumed six minutes after starting CPR. 
S/he is currently being treated in the ICU.

The order for “3 tab (2-
0-1)/week” given by the 
nephrology department 
is hardly ever used in 
the realm of the surgical 
department, so the 
physician mistook it for 
the daily dosage.
The physician had doubts 
about the order “MTX(2) 
3 tab (2-0-1/week)”, but 
neglected to check it.
The clinical 
departments that can 
order Methotrexate 
(2) are restricted, 
so neurosurgeons 
cannot order it, but 
Methotrexate tablets 
2.5mg are not subject to 
such a restriction, so the 
neurosurgeon was able to 
order them.
There is a system of 
audits involving a 
number of pharmacists, 
but this did not work 
in this case. Moreover, 
the prescription passed 
the check by the ward 
pharmacist.

•  Ensuring that, in the 
event that the content of 
a prescription is unclear, 
staff members check 
with the physician who 
issued the order or a 
colleague, rather than 
making assumptions.

•  Having the 
pharmaceutical 
department carry out 
prescription audits of 
all high-alert drugs, 
checking the disease 
name and what the drug 
has been prescribed for.

•  Restricting the clinical 
departments that can 
prescribe Methotrexate 
(2.5), so that it cannot 
be prescribed by any 
department other 
than the hematology 
department.

•  The drug Methotrexate 
(2) has been deleted from 
the record.
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7
No potential 
of residual 
disability

Anesthesiology 
department → 
cardiovascular 
surgery 
department

An endovascular stent graft repair was 
carried out due to a thoracic aortic 
aneurysm. The device was inserted via 
the right femoral artery and guided into 
the site to be repaired; before deploying 
the stent graft, arteriography was 
carried out in order to determine the 
placement site, and 25mL of Iomeron 
300 was administered at 11:59.
At 12:00, an atrioventricular block 
occurred due to the electrocardiogram 
monitor examination and the patient 
became bradycardic, with a heart rate of 
40 beats per minute.
The patient was given an intravenous 
injection of Atropine 0.5mg and the 
bradycardia improved, but blood 
pressure dropped to 60mmHg. 
Ephedrine and Nor-Adrenalin were 
administered, but there was little 
response and the patient was diagnosed 
with anaphylactic shock at that point 
(12:05), so Bosmin was administered 
and the patient’s blood pressure 
recovered.
Saxizon 300mg was administered and 
blood pressure recovered to 132mmHg 
at 12:08.

At the time of the emergency 
admission, the nurse had 
ascertained it via the patient 
interview sheet, but assumed that 
if it was only a suspected allergy, 
it was not necessary to enter it in 
the allergy record on the electronic 
medical record, so did not record it.
There had been no problems with 
the two contrast CTs that the 
patient had undergone with the 
previous physician, so the attending 
physician did not check with the 
patient.
The history field on the nursing 
summary from a previous 
admission stated that the patient 
had an allergy to iodinated contrast 
media, but there had been no 
side-effects at the time of the two 
contrast CTs carried out after that, 
and the patient and her husband 
told the ward nurse that there was 
no allergy, so the nurse entered 
“none” in the section for drug 
allergies on the surgery notes 
docket and the nursing summary. 
There was deemed to be no allergy, 
without the situation being reported 
to the attending physician.
At the pre-operative examination, 
the anesthesiologist heard from the 
patient about her iodine allergy, and 
wrote this on the progress notes, 
but forgot to record it (the fact that 
the patient had once become itchy 
due to iodine, but had subsequently 
had no other problems).
During the time out, the attending 
physician said that s/he would use 
an iodinated contrast medium, but 
the anesthesiologist thought that 
this would be fine, because the 
allergy had not occurred on the last 
two occasions.

•  Ensuring that a thorough 
medical history is 
taken, as tests such 
as intradermal tests 
for contrast media 
and antibiotics are not 
currently carried out, so 
it is impossible to predict 
allergies.

•  Ensuring that staff 
members are thoroughly 
conversant with response 
measures in the event 
of an allergy to contrast 
medium. Administering 
oxygen, fluids and 
vasopressors.

•  Ensuring thorough 
adherence to the 
process of recording 
allergies using the 
electronic medical 
record (including cases 
where an allergy is 
suspected). (Widespread 
dissemination via the 
Medical Safety Measures 
Committee and Medical 
Safety News)

•  Considering a system 
that enables past 
information to be 
perused on the electronic 
medical record when 
next carrying out an 
examination, in the 
event that the patient has 
previously experienced 
a problem during an 
examination.



2. Individual Theme Review by the Expert Division

III 

- 237 -

No. Severity of 
event

Flow of 
information Details of event Background and 

causal factors
Improvement 

measures

8
Low potential 
of residual 
disability

Cardiovascular 
surgery 
department → 
anesthesiology 
department

The patient, who was to undergo surgery for 
mitral stenosis and tricuspid valve insufficiency, 
was admitted a week before the planned date of 
surgery. However, on the day of admission, due 
to the situation in regard to surgery for other 
patients, it was decided to carry out the patient’s 
surgery three days later than originally scheduled.
The patient was taking Warfarin 4mg orally after 
breakfast. In the department concerned, patients 
for cardiac surgery who usually took Warfarin 
were admitted a week before the planned date 
of surgery, were ordered to stop taking their 
medication from the date of admission, and were 
administered heparin.
As the surgery had been postponed at the time of 
admission, the physician looking after the patient 
ordered that Warfarin should be continued until 
the order to cease taking it was given.
Accordingly, thinking that an order to stop 
taking the Warfarin would be forthcoming at the 
appropriate time, the nurse checked the orders 
when administering the drugs and administered 
the Warfarin, which had been packaged together 
with the patient’s other medications.
The amended surgery date was a Monday, so the 
anesthesiologist visited the patient on the Friday, 
three days before surgery.
When the anesthesiologist checked the patient’s 
record, s/he noticed that the Warfarin had not 
been stopped, according to the record.
However, as it was common sense to stop 
anticoagulants when performing cardiac surgery, 
the anesthesiologist thought that it was just a 
problem with the order not having been written 
on the record and assumed that the patient must 
have stopped taking the medication, so s/he did 
not check with the physician that the patient 
had actually stopped taking it. On the morning 
of surgery, the anesthesiologist re-checked the 
record and requested that the theater nurse check 
with the ward, as the patient did not appear to 
have stopped taking the medication.
At around 08:30, the theater nurse checked with 
the ward nurse who had brought the patient to 
the operating theater and with the attending 
physician, regarding whether Warfarin had been 
stopped.
When the physician checked with the lead nurse 
on the ward, it was discovered that the order to 
stop taking the drug that should have been given 
on the third day of admission had actually not 
been given, and that the patient had been taking 
Warfarin until the morning of the day before 
surgery.

Due to the postponement 
of surgery, the patient 
continued to take the drugs 
that would usually have 
been stopped on the day 
of admission, so there was 
no opportunity to issue a 
cessation order then and 
the physician inadvertently 
forgot to issue one.
The nurse usually 
received an order from the 
physician concerning the 
drugs to be stopped pre-
operatively and the nurse 
rarely checked with the 
physician regarding drugs 
to be stopped, so the nurse 
assumed that an order from 
the physician to stop the 
drug would be forthcoming.
The nurse’s actions in 
distributing drugs were 
mechanical, so s/he was 
not aware of the necessity 
of halting Warfarin and 
did not check with the 
physician.
As patients were 
usually brought to the 
operating theater after 
stopping Warfarin, the 
anesthesiologist assumed 
that the patient would 
have stopped taking it and 
did not check with the 
physician.
On this ward, Warfarin 
was mostly provided in a 
heat-sealed package, in a 
separate drug bag from 
other medications, but in 
the case of this patient, 
the Warfarin had been 
packaged together with 
the other drugs to be taken 
after breakfast, so the nurse 
was not really aware of the 
Warfarin.

•  Ensuring that the 
physician checks the 
drugs to be stopped 
when the new date of 
surgery is decided.

•  Ensuring that the 
physician explains 
to the patient that 
there are drugs to 
be stopped pre-
operatively, so that the 
patient is alert to this 
fact as well.

•  Ensuring that the 
anesthesiologist 
checks on the 
situation with regard 
to stopping drugs 
pre-operatively when 
visiting the patient 
ahead of surgery.

•  Ensuring that the 
nurses understand 
the pharmacological 
action of the 
patient’s prescription 
medication when 
distributing drugs.

•  Ensuring that nurses 
understand which 
oral medications 
need to be stopped 
pre-operatively and 
checking these with 
the physician.

•  Ensuring that the 
department in question 
revises the checklist 
to make it possible 
to check whether 
anticoagulants and 
antiplatelet drugs have 
been stopped pre-
operatively.

•  Creating drug bags for 
drugs to be stopped 
pre-operatively 
(anticoagulants, 
antiplatelet drugs, 
etc.) that differ from 
those used for drugs 
for daily use, and 
displaying the date of 
surgery on the drug 
bag.

9
No potential 
of residual 
disability

Department 
of internal 
medicine → 
endoscopy 
room

In order to administer the pretreatment injection 
of an anticholinergic, the medical history form 
was checked. “No” had been checked for all items 
in the checklist, so an intravenous injection of 
Buscopan was given without checking the request 
form or record, or asking the patient.
After giving the intravenous injection, the staff 
member concerned noticed that the request 
form stated that anticholinergics could not be 
administered to this patient. When the staff 
member concerned checked with the patient, the 
latter responded that s/he had not been diagnosed 
with glaucoma by the ophthalmic department, 
but that s/he was finding it hard to see. After the 
intravenous injection of Buscopan, the patient 
suffered pain in the eyes and could not see, due to 
reduced vision.

Only the medical history 
form was checked.

•  Ensuring that both 
the physician and 
the nurse carry out 
checks.

•  Ensuring that the 
medical history 
form is checked with 
the patient at the 
time of making the 
appointment.

•  Ensuring that request 
forms are checked 
without fail.



III

III Current Analysis of Medical Near-miss/Adverse Event Information

- 238 -

No. Severity of 
event

Flow of 
information Details of event Background and 

causal factors
Improvement 

measures

10 No disability

Emergency 
and critical 
care center → 
ward/radiology 
department

The patient was suffering from a tentorial dural 
arteriovenous fistula and was due to undergo 
endovascular surgery in the radiology department, 
but when the patient was brought down from the 
ward, the narcotics had not been prepared and the 
patient went into theater 20 minutes late.
The narcotics had been prepared in the emergency 
and critical care center based on an order from 
the attending physician, and were to be taken 
to the radiology department, but the ward and 
radiology department were not contacted and it 
was discovered that the drugs had been taken 
back to the emergency and critical care center and 
just left there.

Usually, patients would 
go to theater from the 
emergency and critical 
care center, and there 
was no procedure 
manual on the ward. 
The orders to the 
operating theater and 
the emergency center 
were given verbally.

•  Developing a manual and 
checklists, as patients can 
be taken to theater from 
any department.

•  Preparing medicines 
brought in at 
hospitalization, such 
as narcotics, in the 
department from which the 
patient is being brought.

•  Reconsidering the system, 
from the application for 
endovascular surgery 
through to the preparations 
for performing the surgery.

11 No disability
Radiology 
department 
→ emergency 
room

The patient was to be sedated in order to perform 
a reduction. The radiology department telephoned 
the emergency room nurse and told Nurse A, 
“Please prepare an intramuscular injection of 
Sose-Ata (Sosegon + Atarax-P) 1A and prepare a 
route using Solacet F, and bring them here.”
Nurse A repeated the details of the order and 
then conveyed it to Nurse B, who picked up the 
drugs from the emergency cart and passed them 
to Nurse A.
The nurse received a verbal order for an 
intramuscular injection from the radiology 
department and gave the injection without 
checking the ampoule.
The patient then went home and the nurse 
received from the physician the prescription for 
the drug that had been used; after submitting this 
to the pharmaceutical department, s/he received 
the drug. After returning to the emergency 
room, when the nurse went to place the drug in 
the emergency cart, s/he noticed that it was not 
Atarax-P that was missing, but rather one ampoule 
of atropine sulfate, and s/he realized that s/he had 
used this by mistake.

The staff members 
neglected to check the 
drug when preparing 
it, and before and after 
using it.
There was no 
cooperation or double-
checking between 
the staff members 
preparing the drug and 
those administering 
it. The staff members 
involved neglected to 
check using the point-
and-call method.

•  Ensuring thorough 
adherence to the 5 Rs when 
using drugs.

•  Ensuring thorough 
adherence to the process of 
repeating verbal orders and 
carrying out proper double-
checks.

•  Implementing thorough 
checks of drugs when 
preparing injections 
and before and after 
administering them.

Moreover, the details of these events that were a particular focus of discussions by the Medical Adverse Event 
Analysis Group and the Comprehensive Evaluation Panel are shown below.

A) Department of internal medicine → dermatology department
No.3　   Event involving insufficient checking of the blood coagulability of a patient being 

administered Warfarin
○  Is it not the case that the department of internal medicine and the dermatology department have different 

concerns about the coagulability of patients being administered Warfarin? If so, would it not be appropriate 
for the department of internal medicine requestion treatment to provide information about coagulability, as 
a measure to prevent recurrence?

○  It is unclear in this case whether the patient was referred to the facility in question for treatment of a pressure 
ulcer that occurred at another medical institution, or whether s/he was being treated for a pressure ulcer that 
had occurred while admitted at the facility in question, but the response that the facility in question should 
have adopted in terms of ascertaining the patient’s coagulability differs depending on this matter.

○  Recently, it seems to be becoming more common for dermatologists working at hospitals to work on a part-
time basis; do they not accordingly have a strong tendency to try to finish the treatment that they should 
be providing within their limited working hours? In this situation, there is a risk that they might become 
negligent about checking coagulability.

○  “IV. Supplemental 2. Handling during Tooth Removal and Surgery” in the “Guidelines for management of 
anticoagulant and antiplatelet therapy in cardiovascular disease (JCS2009)” in “Guidelines for Diagnosis 
and Treatment of Cardiovascular Diseases”, which was highlighted in Medical Safety Information No.51 
“Insufficient knowledge of the administration status for warfarin potassium and blood coagulability” is a 
useful reference.
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B) Department of internal medicine → orthopedic department
No.5　  Event involving a misunderstanding of the heparin dosage notation
○  It is possible that the interpretation of the order and notation “administer heparin 15,000 units 2 times/

day” differs between the department of internal medicine and the orthopedic department at the facility in 
question.

○  “The notation method for heparin prescriptions has been standardized” was listed as an improvement 
measure and this is certainly one measure that can be taken, but the drugs administered include both oral 
medications and injection drugs and it seems likely that, generally speaking, they are often shown as daily 
dosages or as dosage per time; accordingly, it would be interesting to see the notation method and the scope 
of the drugs subject to this, as well as to find out whether this is actually feasible.

C) Anesthesiology department → cardiovascular surgery department
No.7　  Event in which drug allergy information was not handed over
○  This is a case in which doubts remain about the accuracy of the information about the patient’s iodine 

allergy. From the details of the case, one can see that the anesthesiologist ascertained from the patient that 
she “experienced itchiness in the past on one occasion, but no subsequent problems” and that there had 
actually been no problems on two previous occasions. This kind of allergy information is difficult to deal 
with.

○  Ultimately, even with this kind of information, the decision concerning the advisability of using the contrast 
medium depends on weighing the degree of iodine allergy against the benefits of using a non-ionic iodinated 
contrast medium such as Iomeron. Accordingly, it is vital to clarify such decisions and share information 
among staff, as well as making adequate preparations to respond in the event of an allergic reaction.

○  As detailed in the discussion carried in the 26th Quarterly Report, it is necessary to bear in mind that, 
in general, there can be problems with the level of accuracy of so-called “allergy information”. More 
specifically, if the accuracy of the information is low, prescriptions can be drawn up and drugs administered, 
even when there is an awareness of allergy information. The reality is that allergy information is not usually 
accompanied by information about its accuracy, which is vital.

○  Rather than just entering “Patient has allergies”, might the recurrence of such events in future not be prevented 
if treatment information systems were designed in such a way that it would be possible to enter and display 
the message “Patient has been confirmed not to have any allergies”? (No.2 on p.189 above)

D) Cardiovascular surgery department → anesthesiology department
No.8　  Event in which the physician forgot to order the cessation of Warfarin before surgery
○  This is not a retrospective opinion, but this was a case in which the staff member concerned forgot to stop 

Warfarin administration to a pre-operative patient in the cardiovascular surgery department; looking at the 
information reported, one questions whether the surgery should not have been postponed.

○  One wonders whether one of the factors behind the decision to carry out the surgery might have been the 
operating theater schedule for that day and subsequent days. It is important to search for such human error 
factors from a non-medical perspective as well, and to use these to achieve improvements in the operating 
theater management system.

○  The idea of “creating drug bags for drugs to be stopped pre-operatively (anticoagulants, antiplatelet drugs, 
etc.) that differ from those used for drugs for daily use, and displaying the date of surgery on the drug 
bag” that was listed as an improvement measure will serve as a useful reference. If the patient’s drugs 
are dispensed packaged together, including those to be stopped pre-operatively, it becomes troublesome to 
check that they have been stopped before surgery, and it could also be difficult for the patient to take them.

(c)  Content of information and medium used for handover in events related to clinical handover 
between clinical departments, and between a clinical department and a functional division/
department of information concerning drugs

In the cases shown in Fig. III-2-20, there were cases in which 1) the clinical department forgot to hand over 
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information, and 2) cases in which the clinical department handed over the correct information, but this was 
disrupted or misunderstood at the clinical department, etc. in question. The content of the information not 
handed over, or the content of the information that was handed over and the medium used for handover 
between clinical departments, or between a clinical department and a functional division/department in each 
case has been analyzed and is shown below.

i)  Handover of information between clinical departments, and between a clinical department 
and a functional division/department

A) Information not handed over by a clinical department
The 5 events reported included a case in which the allergy information was noted in the patient information 
field on a past summary, but there was no allergy information on the previous admission summary, so the 
information was not handed over, and a case in which, on the day when it was decided to postpone surgery, an 
order was given for the patient to continue taking Warfarin until the order to halt it was given, but no order to 
stop was actually forthcoming. Fig. III-2-21 shows the information not handed over by a clinical department.

Fig. III-2-21　Information Not Handed Over by a Clinical Department (Medical Adverse Events)

Information not handed over by a clinical department

1) Psychiatric department → dermatology department
•  Allergy information was noted in the patient information field on a past summary, but there was no allergy information 

listed on the previous admission summary, so the details were not handed over to the dermatology department.
2) Radiology department → hematology department

•  Allergy information was listed in the allergies field on the radiology department record and the new patient referral form, 
as well as being noted in the nurse’s notes and the pharmacist’s patient information form, but this was not handed over to 
the hematology department.

3) Cardiovascular surgery department → anesthesiology department
•  On the day when it was decided to postpone surgery, an order was given for the patient to continue taking Warfarin until 

the order to halt it was given, but no order to stop was actually forthcoming.
4) Emergency and critical care center → radiology department

•  The physician gave a verbal order to prepare narcotics and to bring them to the radiology department.
•  The order to bring the prepared narcotics to the radiology department ward was not communicated.

5) Anesthesiology department → cardiovascular surgery department
•  Information about an iodine allergy obtained from the patient.
•  The patient disclosed an iodine allergy during a pre-operative examination and this was noted on the electronic medical 

record, but it was not recorded as allergy information.

*Arrows indicate the direction of the flow of information.

B)  Content of information and the medium used for handover between clinical departments, 
or between a clinical department and a functional division/department

Analyzing in detail the cases in which the correct information was not conveyed between clinical departments, 
or between a clinical department and a functional division/department, there were cases in which, after the 
correct information was disseminated by the original clinical department, either 1) the flow of information 
was disrupted or the information was misunderstood after being correctly handed over within the clinical 
department or functional division/department receiving the information; or 2) the flow of information was 
disrupted or the information was misunderstood without being correctly handed over after receipt by the 
clinical department or functional division/department receiving the information. Accordingly, the information 
handed over and the medium used for handover have been analyzed, along with the process for clinical 
handover of information.

In terms of the content of the information and the medium used for handover, orders from a clinical department 
for the administration of drugs were the most common. These included both written orders and verbal orders. 
In addition, there were examination request forms containing information about contraindicated drugs. In 
a case in which information was handed over from the radiology department to the emergency room, the 
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information was correctly handed over to the recipient, which was the emergency room, but a misunderstanding 
subsequently occurred and the correct information was not ultimately conveyed.

Fig. III-2-22 shows the content and flow of the information and the medium used for handover between clinical 
departments, or between a clinical department and a functional division/department.

Fig. III-2-22　Content of Information and Medium Used for Handover (Medical Adverse Events)
Information handed over by the previous division/

department
Handover of information within the division/

department in question
1. Between clinical departments
[Department of internal medicine]
Patient prescribed Warfarin.
[Cardiologist]
Ordered anticoagulant therapy using heparin (continuous 
intravenous infusion of heparin with an initial 
intravenous injection of 2,000 units).
[Department of internal medicine physician]
Ordered anticoagulant therapy using heparin (15,000 
units/day).
[Nephrology department]
Intending to administer an antirheumatic (Methotrexate 
(2)), wrote “MTX(2) 3 tab (2-0-1/week)”.
2. Between a clinical department and a functional division/department
[Department of internal medicine]
Examination request form stated that anticholinergics 
could not be administered.
The patient checked “No” against all questions on the 
medical history form.
[Radiology department]
Gave the emergency room nurse an order by telephone to 
“prepare an intramuscular injection of Sose-Ata (Sosegon 
+ Atarax-P) 1A and prepare a route using Solacet F, and 
bring them to the radiology department.”

→

[Emergency room]
Nurse A took the call and conveyed the details of the order to 
Nurse B.

*Arrows indicate the direction of the flow of correct information as ascertained from the cases.

(d) Factors impeding clinical handover of information
With reference to the classification presented in the 27th Quarterly Report, cases in which clinical handover of 
information did not take place can be broadly categorized as follows: 1) cases in which the correct information 
was not handed over from the previous clinical department, etc. to the clinical department, etc. in question; 
and 2) cases in which the correct information was handed over from the previous clinical department, etc. 
to the clinical department, etc. in question. Category 1) can be further classified into (a) cases in which the 
previous clinical department, etc. did not hand over information; and (b) cases in which the previous clinical 
department, etc. handed over incorrect information; category 2) can be further classified into (c) cases in which 
the flow of information within the clinical department, etc. in question was disrupted; and (d) cases in which 
the information was misunderstood within the clinical department, etc. in question (Fig. III-2-17). There are 
limits to the volume of information actually reported, so it is not possible to classify events into categories (a) 
or (b) with the greatest accuracy, but based on the information that has been reported, events have been divided 
into those that were mainly due to the flow of information being disrupted, those that were mainly due to the 
misunderstanding of information, and those in which both are thought to have been involved; the number of 
cases for each type and the reasons for the disruption or misunderstanding are shown in Fig. III-2-23 and Fig. 
III-2-24.
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Fig. III-2-23 Reasons Why Information Was Not Handed Over (Medical Adverse Events)
Correct information not handed over 
by the previous clinical department 
or functional division/department to 
the clinical department or functional 

division/department in question

Correct information handed over by the previous clinical 
department or functional division/department to the clinical 
department or functional division/department in question

Total

Information not 
handed over

Incorrect information 
handed over

Mainly due to the flow 
of information being 

disrupted

Mainly due to the 
misunderstanding of 

information

Due to both the flow 
of information being 

disrupted and the 
misunderstanding of 

information
Number of events Number of events Number of events Number of events Number of events

5 0 1 4 1 11

Fig. III-2-24 Reasons Why Information Was Not Handed Over (Medical Adverse Events)

Clinical 
department, 

division/
department

Information not handed over by 
the previous clinical department 

or functional division/
department to the clinical 
department or functional 

division/department in question
 →

Information handed over by the previous clinical 
department or functional division/department to the 

clinical department or functional division/department 
in question

Reason why the information 
was not handed over

Reason why clinical handover of 
information was disrupted

Reason why the 
information was 
misunderstood

Psychiatric 
department

→ dermatology 
department

[Psychiatric department]
• Allergy information was noted in 
the patient information field on a 
past summary, but there was no 
allergy information listed on the 
previous admission summary, so the 
details were not handed over to the 
dermatology department.

[Information 
not handed 
over]

Radiology 
department

→ hematology 
department

[Radiology department]
• Not entered due to not knowing how 
to enter allergy information on the 
ordering screen.

[Information 
not handed 
over]

Anesthesiology 
department

→ cardiovascular 
surgery 

department

[Anesthesiology department]
• The patient disclosed an iodine 
allergy during a pre-operative 
examination and this was written 
in the progress notes, but the 
anesthesiologist forgot to record it.

• Forgot to record as there were no 
side-effects at the time of the two 
previous contrast CTs.

[Information 
not handed 
over]

Cardiovascular 
surgery 

department
→ anesthesiology 

department

[Cardiovascular surgery department]
• On the day when it was decided to 
postpone surgery, an order was given 
for the patient to continue taking 
Warfarin until the order to halt it 
was given, but no order to stop was 
actually forthcoming.

[Information 
not handed 
over]

Emergency and 
critical care 

center
→ radiology 
department

[Emergency and critical care center]
• The physician gave a verbal order to 
prepare narcotics and to take them 
to the radiology department, but the 
fact that the prepared narcotics were 
to be brought to the department was 
not communicated to the radiology 
department ward.

[Information 
not handed 
over]

Department of 
internal medicine
→ dermatology 

department
 →

[Department of internal medicine]
• The Warfarin prescription was entered, but 
the fact that the PT-INR control was poor 
was not adequately communicated.

[Dermatology department]
• Prescription for the patient’s oral medication 
and examination data on the record not 
checked.

[Department of 
cardiovascular 

medicine]
→ hematology 

department

→ [Hematology department]
• It was very busy.
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Clinical 
department, 

division/
department

Information not handed over by 
the previous clinical department 

or functional division/
department to the clinical 
department or functional 

division/department in question
 →

Information handed over by the previous clinical 
department or functional division/department to the 

clinical department or functional division/department 
in question

Reason why the information 
was not handed over

Reason why clinical handover of 
information was disrupted

Reason why the 
information was 
misunderstood

Department of 
internal medicine

→ orthopedic 
department

→

[Orthopedic department]
The notation of the order 
“administer heparin 15,000 
units 2 times/day” gave 
rise to ambiguity about the 
amount to be administered 
per day.

Nephrology 
department

→ neurosurgery 
department

→

[Neurosurgery department]
• The order for “3 tab (2-
0-1)/week” given by the 
nephrology department 
is hardly ever used in 
the realm of the surgical 
department, so the 
physician mistook it for the 
daily dosage.

• The physician had doubts 
about the order “MTX(2) 3 
tab (2-0-1/week)”, but did 
not check it.

• The clinical departments 
that can order Methotrexate 
(2) are restricted, so 
neurosurgeons cannot 
order it, but Methotrexate 
tablets 2.5mg are 
not subject to such 
a restriction, so the 
neurosurgeon was able to 
order them.

• The notation “MTX(2) 3 
tab (2-0-1/week)” on the 
record was assumed to be 
an order for Methotrexate 
(2.5) (anticancer drug).

Department of 
internal medicine

→ endoscopy 
room

→
[Endoscopy room]
Did not look at examination request 
form, so did not notice that it stated “no 
anticholinergics”.

[Endoscopy room]
• The patient had checked 
“No” against all questions 
on the medical history 
form, so there were deemed 
to be no contraindications.

Radiology 
department

→ emergency 
room

→

[Emergency room]
• Wrong drug picked up 
from the emergency cart, 
or possibility that pick-up 
of the wrong drug occurred 
because of the similarity 
of names between Sose-
Ata (Sosegon + Atarax-P), 
Solacet and Atropine.

*Arrows indicate the direction of the flow of information.

The reasons why the flow of information was disrupted include the fact that the Warfarin prescription was 
entered, but the fact that there was poor control of the PT-INR value was not adequately communicated.
Moreover, the reasons why information was misunderstood include misunderstanding of the prescription 
notation, the fact that in a situation in which both the examination request form and the medical history form 
had been handed over, only the latter was used to make a decision, and pick-up of the wrong drug due to a 
similar name.
In particular, the antifolate methotrexate (generic name) is used clinically for two purposes - as an antirheumatic 
and as an antineoplastic - with separate products being manufactured and sold for each purpose, and different 
usage and dosage depending on the condition for which it is being used, and this was the cause of the medical 
adverse event involving a mistake in clinical handover of information between the nephrology department and the 
neurosurgery department. Accordingly, this case in particular was highlighted and analyzed in detail in the 27th 
Quarterly Report, which also presented the appropriate prescription notation method and introduced information 
such as design changes for the packaging sheets for methotrexate preparations (see below, pp.390-396).
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Among the reasons why clinical handover of information was impeded, there are many that demonstrate that 
there is scope for improvement in carrying out duties, suggesting that the reported medical adverse events 
were preventable.

(e) Improvement measures
The reported proposals for improvements are summarized below. Improvement measures listed multiple times 
in this section are indicated by the note “(stated again)”.

i) Improved knowledge concerning drugs and medical devices
○ Developing a deeper knowledge of how to use heparin.

ii) Procedures and systems for checking prescription medication
A) Systems for checking prescription medication
○  Asking physicians dealing with inpatients for assistance when the outpatients section is very busy, so that 

multiple staff can attend to patient care.
○  Strengthening collaboration among physicians within each clinical department, so that outpatient physicians 

can devote themselves to outpatient consultations and ward physicians can treat patients admitted to wards.
○  In the event of an inquiry about a prescription from the pharmaceutical department if there has been an order 

for a dosage in excess of the usual amount, as in this case, taking care to ensure that the matter is considered 
by multiple physicians, rather than being based on the judgment of a single physician.

○  Ensuring that, in the event that the content of a prescription is unclear, staff members check with the physician 
who issued the order or a colleague, rather than making assumptions.

○  Having the pharmaceutical department carry out prescription audits of all high-alert drugs, checking the 
disease name and what the drug has been prescribed for.

B) Methods of checking prescription medication
○  Ensuring that the attending physician carries out a handover to the dermatologist concerning the drugs being 

used, when requesting an examination by the dermatology department.
○  Ensuring that the dermatologist checks the patient’s condition and examination data on the record before 

examining the patient.
○  Ensuring that nurses involved in treatment in the dermatology department take responsibility for dealing 

with the patient until handover to the charge nurse takes place.
○  Revising the checklist to make it possible to check whether anticoagulants and antiplatelet drugs have been 

stopped pre-operatively.

C) Procedure for halting drugs pre-operatively
○ Ensuring that the physician checks the drugs to be stopped when the new date of surgery is decided.
○  Ensuring that the physician explains to the patient that there are drugs to be stopped pre-operatively, so that 

the patient is alert to this fact as well.
○  Ensuring that the anesthesiologist checks on the situation with regard to stopping drugs pre-operatively 

when visiting the patient ahead of surgery.
○  Ensuring that the nurses understand the pharmacological action of the patient’s prescription medication 

when distributing drugs.
○  Ensuring that nurses understand which oral medications need to be stopped pre-operatively and checking 

these with the physician.
○  Revising the checklist to make it possible to check whether anticoagulants and antiplatelet drugs have been 

stopped pre-operatively (stated again).
○  Creating drug bags for drugs to be stopped pre-operatively (anticoagulants, antiplatelet drugs, etc.) that 

differ from those used for drugs for daily use, and displaying the date of surgery on the drug bag.

iii) Use and improvement of treatment information systems
A) Gaining a reliable understanding of allergy information
○  Ensuring widespread dissemination via the Medical Safety Measures Committee and Medical Safety News 

of the need to ensure thorough adherence to the process of recording allergies using the relevant field on the 
electronic medical record (including cases where an allergy is suspected).
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○  Considering a system that enables past information to be perused on the electronic medical record when 
next carrying out an examination, in the event that the patient has previously experienced a problem during 
an examination.

○ Ensuring that physicians double-check the allergy history when ordering the administration of drugs.
○ Entering details of the allergy history ascertained on the ordering system, without fail.
○  Ensuring that nurses and duty pharmacists check that allergy details have been entered on the ordering 

screen.
○ Checking the designated place for recording allergy history on the medical records and nursing records.
○  Ensuring that duty pharmacists check orders to confirm whether or not they are for drugs to which the 

patient is allergic.
○  Ensuring that physicians providing guidance to residents check their orders and records. Moreover, ensuring 

that they sign to confirm that they have checked them.

B) Setting alerts
○  Re-registration in each clinical department was requested, in order to ensure that checks of allergy information 

entered in free text fields take place when ordering drugs.

C) Improving prescription input methods
○ Dividing heparin administration into one-shot intravenous injection orders and continuous infusion orders.
○  The notation method for heparin prescriptions has been standardized. (Shows the amount to be given in one 

dose and the number of times this should be administered)

D) Restricting the clinical departments that can prescribe a drug
○  Restricting the clinical departments that can prescribe Methotrexate (2.5), so that it cannot be prescribed by 

any department other than the hematology department.

E) Changing drug records
○ The drug Methotrexate (2) has been deleted from the record.

iv) Methods of checking for allergies that do not depend on the treatment information system
○  Ensuring that a thorough medical history is taken, as tests such as intradermal tests for contrast media and 

antibiotics are not currently carried out, so it is impossible to predict allergies.
○  Ensuring that both the physician and the nurse check the endoscopy request form and the medical history 

form.
○  Ensuring that the medical history form is checked with the patient at the time of making the appointment 

for an endoscopy.
○ Ensuring that endoscopy request forms are checked without fail.

v) Responses to allergic reactions
○ Ensuring that staff members are thoroughly conversant with response measures in the event of an allergy to 
contrast medium. Administering oxygen, fluids and vasopressors.

vi) Preparation of drugs in the event of emergency surgery
○  Developing a manual and checklists to be used when carrying out endovascular surgery, as patients can be 

taken to theater from any department.
○  In the event of endovascular surgery, preparing medicines brought in at hospitalization, such as narcotics, in 

the department from which the patient is being brought.
○  Reconsidering the system, from the application for endovascular surgery through to the preparations for 

performing the surgery.

vii) Cooperation requested of patients
○  Ensuring that the physician explains to the patient that there are drugs to be stopped pre-operatively, so that 

the patient is alert to this fact as well (stated again).
○  Ensuring that the medical history form is checked with the patient at the time of making the appointment for 

an endoscopy (stated again).
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(5) Current Status of Medical Near-miss Events Related to Clinical Handover 
Between Facilities, etc. of Information Concerning Drugs

126 medical near-miss events related to clinical handover between facilities, etc. of information concerning 
drugs that were reported between January 1 and December 31, 2011 have been analyzed in the same way as 
medical adverse events.

(a) Occurrence status
In the same way as the medical adverse event information, the reported events have been classified into 
“errors in clinical handover of information between facilities”, “errors in clinical handover of information 
between divisions or departments”, “errors in clinical handover of information between clinical departments”, 
and “errors in clinical handover of information between a clinical department and a functional division or 
department”; in addition, the specific facility, department/division, or clinical department, etc. is shown, along 
with the number of reported events (Fig. III-2-25).
In addition, “Outpatients → ward” in Fig. III-2-25 indicates that the event occurred during clinical handover of 
information between the outpatient section and the ward within the same clinical department. Events involving 
clinical handover of information between the outpatient section and ward of different clinical departments 
and those involving clinical handover of information between two wards have been classified as “errors in 
clinical handover of information between clinical departments” and the clinical department names are shown, 
where these can be identified from the reported information. In the 25th Quarterly Report, cases involving 
clinical handover of information between one ward and another, where the clinical department names were 
unclear from the report, were classified and listed as “errors in clinical handover of information between 
divisions or departments, ward → ward”, but from the 26th Quarterly Report, these were classified as “errors 
in clinical handover of information between clinical departments, department of XXX → department of YYY 
(department name unknown)”. With regard to the events related to clinical handover of information between a 
clinical department and a functional division or department, events where the name of the clinical department 
is known have been classified as “errors in clinical handover of information between a clinical department 
and a functional division or department”, while those where the name of the clinical department is not known 
and only “outpatient” or “ward” has been specified have been classified as “errors in clinical handover of 
information between divisions or departments”.

Fig. III-2-25 Details of Information Handover and Flow of Information (Medical Near-miss Events)

Details of information handover & flow of information Number of 
events

Errors in clinical handover of information between facilities 37
Other facility → facility in question 28
Facility in question → other facility 6
Facility in question → dispensing pharmacy 3

Errors in clinical handover of information between divisions or 
departments 42

Outpatients → ward 5
Ward → pharmaceutical department 5
Pharmaceutical department → ward 11
Outpatients → pharmaceutical department 1
Outpatients → central treatment room 1
Ward → ICU 2
ICU → ward 5
Ward → outpatient chemotherapy room 1
Ward → dialysis room 1
Dialysis room → ward 1
Ward → HCU → ward (returned to ward) 1
Ward → radionuclide examination room 1
Ward → catheter examination room 1
Ward → operating theater 1
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Details of information handover & flow of information Number of 
events

Operating theater → ward 2
Ward → examination room 1
Emergency department → ward 1
Initial treatment room → ward 1

Errors in clinical handover of information between clinical 
departments 46

Department of internal medicine → surgical department 1
Department of internal medicine → orthopedic department 1
Department of internal medicine → department of XXX 1
Nephrology/dialysis department → cardiac surgery department 1
Nephrology department → department of XXX 1
Endocrinology department → neurosurgery department, 
anesthesiology department 1

Department of endocrinology and metabolism → department of XXX 1
Diabetes department → oral surgery department 1
Diabetes and metabolism department → department of XXX 1
Department of cardiovascular medicine → orthopedic department 1
Department of cardiovascular medicine → nephrology department 1
Department of cardiovascular medicine → department of XXX 3
Hematology department → urology department 1
Department of ophthalmology → orthopedic department 1
Psychiatric department → dermatology department 1
Otolaryngology department → department of cardiovascular medicine 1
Urology department → thoracic surgery department 1
Gynecology department → department of XXX 1
Dermatology department → department of geriatrics 1
Radiology department → department of XXX 1
Anesthesiology department → department of ophthalmology 1
Chemotherapy department → department of XXX 1
Department of XXX → department of cardiovascular medicine 1
Department of XXX → department of YYY 21

Errors in clinical handover of information between a clinical 
department and a functional division/department 1

Department of cardiovascular medicine → angiography room 1
Total 126

*Arrows indicate the direction of the flow of information.

(b)  Content of information and medium used for handover in events related to clinical 
handover between facilities, etc. of information concerning drugs

The content of information and the medium used for handover differs according to differences in the body 
indicated in Fig. III-2-1 (see p.179 above). These details have been analyzed and are shown below.

(i)  Content of information and medium used for handover in errors in clinical handover of 
information between facilities

A)  Content of information and medium used for handover between the other facility and the 
facility in question

The content of the information and the medium used for handover between the other facility and the facility 
in question included details of the prescription stated in the referral letter or other document and details of 
the prescription written on the drug bag, but there were also cases in which the actual drugs brought to the 



III

III Current Analysis of Medical Near-miss/Adverse Event Information

- 248 -

facility in question by the patient upon admission constituted the information about the drugs being taken by 
the patient. Moreover, there were cases in which the facility in question sought to supplement this information 
by such means as interviewing the patient.

B)  Content of information and medium used for handover between the facility in question 
and the dispensing pharmacy

The content of the information and the medium used for handover between the facility in question and the 
dispensing pharmacy was the prescription issued by the facility in question. In addition, in the reported events, 
inquiries about the content of the prescriptions were submitted by the pharmacies involved. Thus, depending 
on the medium, clinical handover of information can give rise to a fresh exchange of information.

(ii)  Content of information and medium used for handover in errors in clinical handover of 
information between divisions or departments

A)  Content of information and medium used for handover between the outpatients section 
and the ward

The content of the information and the medium used for handover between the outpatients section and the ward 
included Medicines Brought in at Hospitalization Reports compiled after checking the medicines brought in at 
hospitalization at the inpatient reception desk.

B)  Content of information and medium used for handover between the ward and the 
pharmaceutical department

The content of the information and the medium used for handover between the outpatients section or ward 
and the pharmaceutical department included reports by the pharmaceutical department on the results of the 
identification of medicines brought in at hospitalization, messages about changing prescription medications, 
messages about returning drugs that have been halted, and messages about the coordination of anticancer 
drugs.

C) Content of information and medium used for handover between wards
The content of the information and the medium used for handover between wards included admission order 
sheets and other order forms used on the ward before transferring the patient, detailing such matters as the 
cessation of drugs and changes in solubility conditions.

D) Content of information and medium used for handover between the ward and ICU
The content of the information and the medium used for handover between the ward and ICU took the form 
of handovers and orders by the ward to which the patient was admitted before transfer, as well as the physical 
handover of the actual drugs, concerning such details as the drugs being taken orally by the patient and the 
cessation of drugs.

E) Other
The content of the information and the medium used for handover between the ward and the dialysis room took 
the form of handovers by the ward, concerning such details as the drugs brought in by the patient and the fact 
that the patient was managing them him/herself.

(iii) Content of information and medium used for handover between clinical departments
In relation to the content of the information and the medium used for handover between clinical departments, 
the departments involved can be divided into the department requesting treatment and the department 
providing the treatment, with orders taking the form of orders for the administration of drugs input by the 
treating department.

Fig. III-2-26 provides a summary of the content of information and medium used for handover between the 
various bodies, both within and outside each medical institution, as specified in the aforementioned reported 
events.
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Fig. III-2-26 Content of Information and Medium Used for Handover (Medical Near-miss Events)
Details of information handover & flow of 

information Information medium & content

Errors in clinical handover of information between facilities

Other facility ↔ facility in question

Details of the prescription stated in the referral letter, etc.
Details of the prescription written on the drug bag
Medications brought to the facility in question by the patient upon 
admission

Facility in question → dispensing  pharmacy Prescription
Errors in clinical handover of information between divisions or departments

Outpatients → ward
Medicines Brought in at Hospitalization Report compiled after 
checking medicines brought in at hospitalization at the inpatient 
reception desk

Ward ↔ pharmaceutical department

Report on the results of the identification by the pharmaceutical 
department of medicines brought in at hospitalization
Message about changes to prescription medication
Message about returning stopped drugs
Message about coordination of anticancer drugs

Ward → ward

Details concerning cessation of drugs and changes to solubility 
conditions conveyed by means of admission order sheets and 
other order forms used on the ward before transferring the 
patient

Ward ↔ ICU

Drug cessation orders conveyed by means of handovers or 
orders by the ward to which the patient was admitted before 
transfer
Physical handover of the actual drugs

Ward → dialysis room
Information noted on the worksheet from the ward, noting the 
drugs brought in by the patient when coming for dialysis and 
the fact that the patient was managing them him/herself

Errors in clinical handover of information between clinical departments
Pre-operative orders from a physician in another department 
(anesthesiology department) and orders for drugs to be 
administered at the time of dialysis, etc.

*Arrows indicate the direction of the flow of information.

(6) Analysis of Medical Near-miss Events Related to Clinical Handover of Information 
Between Facilities

(a) Occurrence status
The 26th Quarterly Report tabulated and analyzed 20 medical near-miss events related to clinical handover 
between facilities of information concerning drugs that were reported between January and June 30, 2011, with 
a particular focus on clinical handover of information between facilities, such as another medical institution → 
the facility in question and the facility in question → dispensing pharmacy

(b)  Content of information and medium used for handover in events related to clinical 
handover between facilities, etc. of information concerning drugs

The reported cases included 1) cases in which the other facility forgot to hand over information, and 2) cases 
in which the other facility handed over the information, but this was disrupted or misunderstood at the facility 
in question. The content of the information not handed over, or the content of the information that was handed 
over and the medium used for handover between the other facility and the facility in question in each case has 
been analyzed and is shown below.

i) Information not handed over by the other facility
Cases in this category involved information that should have been communicated at the time of transfer between 
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hospitals not being recorded in documents, including a case in which the facts regarding the administration 
of Bayaspirin were not detailed in the referral letter and a case in which Warfarin was not noted on the drug 
information form. In addition, there was also a case in which the fact that the patient’s prescription for oral 
medication noted on the drug bag did not mention that it was a so-called “triple dose” prescription. Fig. III-2-
27 shows this information not handed over by the other facility.

Fig. III-2-27 Information Not Handed Over by the Other Facility (Medical Near-miss Events)

Information not handed over by the other facility

•  Bayaspirin oral medication not stated in the referral letter
•  The fact that the prescription for Lexotan (5mg, 3 tablets/day) noted on the drug bag was a so-called “triple dose” was not 

mentioned
•  Forgot to include the regular oral medication with the drugs brought from the other medical institution
•  Remaining quantity of morphine solution, which was a medicine brought in at hospitalization, not stated
•  Warfarin not stated on the drug information form
•  The fact that the patient was on a drug holiday from Warfarin before an endoscopy was not communicated

ii)  Content of information and the medium used for handover between the other facility and 
the facility in question

A) Handover of information between the other facility and the facility in question
The content of the information and the medium used for handover between the facility in question and the 
dispensing pharmacy included the content of prescriptions detailed in documents such as referral letters, and 
prescription details listed on drug bags. There were also cases in which information was handed over in the 
form of the medication brought with the patient when being admitted to the facility in question.

B) Handover of information between the facility in question and the other facility
The content of the information and the medium used for handover between the facility in question and the 
dispensing pharmacy was the actual medication brought by the patient when being admitted to the other 
facility.

C) Handover of information between the facility in question and the pharmacy
The content of the information and the medium used for handover between the facility in question and the 
dispensing pharmacy was the prescription issued by the facility in question. In addition, in the reported events, 
inquiries about the content of the prescriptions were submitted by the pharmacies involved. Thus, depending 
on the medium, the clinical handover of information can give rise to a fresh exchange of information.

Fig. III-2-28 summarizes the information detailed in A) - C) above.

Fig. III-2-28 Content of Information and Medium Used for Handover (Medical Near-miss Events)
Content of information and medium used for handover by 
the other medical institution or the facility in question

Handover of information within the facility in question 
(medical institution, dispensing pharmacy)

Other facility ⇔ facility in question

1. Referral letter
Details of the prescription in the referral letter

2. Drug bag
Details of the prescription written on the drug bag

3. Medicines brought in at hospitalization
Medicines brought in at hospitalization
Medicines brought in at hospitalization

Compiled a Patients Medication Checklist

Facility in question → dispensing pharmacy

1. Prescription

*Arrows indicate the direction of the flow of information.
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(c) Reasons why the event did not lead to a medical adverse event
Medical near-miss events are events in which, for some reason, there was no effect on the patient or only a 
slight effect, so the reasons for this are useful in considering measures to prevent recurrence. Accordingly, the 
reasons why these medical near-miss events did not end up becoming medical adverse events were analyzed, 
based on their content, background and causal factors.

As a result, it was ascertained that there were cases in which the issue was noticed when checking the medicines 
brought in at hospitalization at the time of admission or when subsequently dealing with prescription orders; 
cases in which the medicines brought in at hospitalization were forgotten, but this was noticed when checking 
the medicines brought in at hospitalization after admission; and cases in which the issue was noticed when 
checking the documents issued by the other medical institution against the documents brought by the patient 
and the actual medicines brought in at hospitalization. In cases in which information not available at the time 
of admission was brought in later, it appears important to check this against all available information.

Moreover, there were also cases in which the mistake was only noticed at the end of the admission period, such 
as when compiling the patient transfer summary or when checking the remaining amount of oral medication 
prior to transfer, and cases in which the mistake was noticed by the other facility after transfer. These cases 
suggest that if checks at critical junctures, such as checks of medicines brought in at hospitalization carried 
out at the time of admission, are not carried out adequately and mistakes cannot be discovered, there are few 
opportunities to discover mistakes during the admission period that follows.

Other cases included those in which the anesthesiologist noticed the issue during a pre-operative examination 
and those in which the patient disclosed that there were drugs missing.

(d) Improvement measures
i) Procedures and systems for checking medicines brought in at hospitalization
A) Systems for checking medicines brought in at hospitalization
○ Considering a cooperation system focused on the Regional Liaison Office.

○  If new medicines brought in at hospitalization are disclosed after carrying out the check of medicines 
brought in at hospitalization at the time of admission, ensuring that another check is carried out at that point.

○  In the case of elderly patients for surgery, admitting them sufficiently far in advance of surgery to facilitate 
checks of their oral medication status and carry out pre-operative preparations.

B) Methods of checking medicines brought in at hospitalization
○  Rather than relying entirely upon what is stated in the referral letter from the previous physician, having the 

patient bring the actual drugs with them so that the drugs themselves can be checked.

○  At the time of admission, checking with the patient or a family member whether there are any medicines 
brought in at hospitalization and implementing thorough checks of physicians’ orders.

○ Not only checking the drug bag, but also comparing this with the order sheet.

○  Checking with the pharmaceutical department if the Patient’s Medication Checklist states the drug name but 
not the amount remaining.

○ Double-checking medicines brought in at hospitalization.

C) Judgments concerning the continuation of medicines brought in at hospitalization
○  Re-prescribing drugs in the event that there are medicines brought in at hospitalization at the time of 

admission to the other medical institution that are being continued and they can be prescribed under the 
regulations of the hospital in question; or, in the case of prescription medication from the other medical 
institution that is being continued, asking the attending physician to state the details of the prescription on 
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the order sheet.

○  After checking medicines brought in at hospitalization, carrying out a precise check to gain an understanding 
of the number brought in and the prescribed, in the event that they were dispensed by the pharmaceutical 
department.

ii) Improved treatment information systems
○  When issuing the first continuation prescription, in the event that the prescription history from the other 

medical institution entered on the system is copied into the new prescription, conducting adequate checks to 
ensure that the prescription medication from the other medical institution corresponds to or is the same as 
the specifications of the drugs in the formulary of the hospital in question.

iii) Using and checking medical records and treatment information forms
A) Verification of the prescription details
○ Thoroughly checking the discharge guidance sheet and the oral medication prescription.

○ Ensuring that verbal orders are entered in the records.

iv) Medication handbooks
○ Making effective use of medication handbooks.

v) Specific content of the check process
A) Establishment and thorough implementation of rules for checks
○  Ensuring that prescription details on referral letters are not accepted unquestioningly and that any queries 

are checked with the patient or previous physician before prescribing any drugs.

○  Making use of the discharge checklist before discharge and checking again to ensure that there are no oral 
medications remaining, other than those prescribed for discharge.

○ Showing and checking the list of drugs requiring caution when explaining examinations.

B) Checks of specific efficacies and drugs
○  In relation to the handling of documentation concerning narcotics and the handling of the narcotics themselves 

when transferring or discharging a patient, ensuring that checks are carried out with the pharmacy without 
fail and accepting orders from the pharmacist.

C) Checks and cooperation requested of patients and their families
○  If the patient remains orientated, checking the content of the prescription with the patient when prescribing 

it.

vi) Improvement of rostering systems
○  In a busy outpatients section, there are limits to the ability to ascertain that drugs not stipulated on the 

referral letter are being taken, so it is necessary to increase the number of physicians dealing with outpatient 
duties.

vii) Other
○  Accurately conveying the details of prescription changes, the names of dispensing pharmacies, and requests 

for prescription amendments to the pharmaceutical department, and checking with the dispensing pharmacy 
before contacting the individual.
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(7) Analysis of Medical Near-miss Events Related to Clinical Handover of 
Information Between Divisions or Departments

(a) Occurrence status
The 27th Quarterly Report tabulated and analyzed 39 medical near-miss events related to clinical handover 
between divisions or departments of information concerning drugs that were reported between January 2011 
and September 30, 2011, with a particular focus on clinical handover of information between divisions or 
departments, such as outpatients → ward and operating theater → ward.

(b)  Content of information and medium used for handover in events related to clinical 
handover between divisions or departments, etc. of information concerning drugs

Cases in which clinical handover of information did not take place can be broadly categorized as follows: 
1) cases in which the correct information was not handed over from the previous division/department to the 
division/department in question; and 2) cases in which the correct information was handed over from the 
previous division/department to the division/department in question. Category 1) can be further classified into 
(a) cases in which the previous division/department forgot to hand over information; and (b) cases in which the 
previous division/department handed over incorrect information; category 2) can be further classified into (c) 
cases in which the flow of information within the division/department in question was disrupted; and (d) cases 
in which the information was misunderstood within the facility. The content of the information not handed 
over, or the content of the information that was handed over and the medium used for handover between the 
previous division/department and the division/department in question has been analyzed and is shown below.

i)  Information not handed over correctly by the previous division/department to the division/
department in question

The cases in which information was not handed over by the previous division/department include cases in 
which the outpatient section did not tell the ward whether or not there was any oral medication or the details 
of the oral medication, and a case in which the ward received multiple records, such as anesthesia records and 
nursing records, from the operating theater, but information was not handed over because, in the process of 
handing over the details, some were not handed over due to having not been written in the nursing records 
on the grounds that they had been recorded in the anesthesia records. Moreover, there were also cases in 
which important drug information was not handed over, such as details concerning a drug that is also used in 
chemotherapy as an anticancer drug, and concerning narcotics used in ICU.

The cases involving clinical handover of incorrect information by the previous division/department included 
those involving the ward and the pharmaceutical department, in which the wrong drug was ordered or 
dispensed. These included cases in which the wrong drug was picked up in the pharmaceutical department, 
due to the medication having a similar identification number.

Fig. III-2-29 shows this information not handed over by the previous division/department.
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Fig. III-2-29 Information Not Handed Over by the Previous Division/Department (Medical Near-
miss Events)

Information not handed over by the previous division/department
1. Information that the previous division/department forgot to hand over 

1) Outpatients → ward
•    No check of whether or not the patient was taking an anticoagulant

2) Outpatients → ward
•    Outpatient section prescribed Warfarin, but did not hand this to the patient, as s/he was being admitted the same day, and 

did not carry out an appropriate handover to the ward, either
3) Ward → examination room

•    Midazolam was not used in the examination, so when the nursing assistant was asked to go and collect the patient after 
the examination, s/he was not told to return the drug

•    After returning to the ward, the whereabouts of the Midazolam and the storage method were not checked
4) Ward → operating theater

•    The ward did not hand over to the operating theater information about contraindicated drugs
5) Ward → operating theater

•    The fact that an Alpiny suppository had been used in the operating theater was not stated in the anesthesia records, so the 
theater nurse did not note this in the nursing records from the operation

•    Only the information in the operative notes was handed over and the information about the use of the Alpiny suppository 
was not handed over

6) Ward → outpatient chemotherapy room
•    No note was made in the ward records by the physician or the nurse concerning the administration of Restamin during 

inpatient chemotherapy
7) ICU → ward

•    The fact that OxyContin 40mg had been taken orally for pain management in ICU was known within ICU
•    The fact that this narcotic had been used was not handed over to the ward

8) ICU → ward
•    The ICU did not tell the ward that the following day’s dose of Bayaspirin 100mg 1 tablet, Plavix 75mg 1 tablet, and 

Takepron OD 15mg 1 tablet (7 days’ supply) had been started from the previous day
9) Outpatient examination room → central treatment room

The outpatient examination room ordered an infusion for a patient who had not been examined
2. Information that the previous division/department handed over incorrectly

1) Outpatients → ward
•    The outpatient physician mistakenly used an inpatient order form to order an injection for an outpatient, and the drug was 

dispensed using the same injection slip as that used on the ward
•    The administration of an injection in outpatients was not recorded

2) Ward → pharmaceutical department
•    The ward physician mistakenly ordered from the pharmaceutical department a drug for administration via a feeding tube 

by means of the simple suspension method
3) Pharmaceutical department → ward

•    The pharmaceutical department mistakenly dispensed Venoglobulin IH from the drug closet, instead of Venilon
4) Pharmaceutical department → ward

•    When identifying medicines brought in at hospitalization, the pharmacist mistook the identification code for Omepral 
“Towa” (identification code: Tw276) and identified and reported it as being Sofmin (Levotomin) 25mg (identification 
code: Kw276)

5) Pharmaceutical department → ward
The pharmaceutical department made a mistake when entering information about medicines brought in at hospitalization 
and drug allergy information

*Arrows indicate the direction of the flow of information. 
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ii)  Content of information and the medium used for handover from the previous division/
department to the division/department in question

The content of information and the medium used for handover from the previous division/department to the 
division/department in question, giving rise to medical near-miss events, is as follows. The following shows 
the information that was actually handed over.

A)  Medicines Brought in at Hospitalization Identification Forms and Medicines Brought in at 
Hospitalization Reports

The content of the information and the medium used for handover consisted of reports submitted by the 
pharmaceutical department after identification of medicines brought in at hospitalization had taken place at 
the behest of the ward or other department, and the descriptions of prescription medication contained therein. 
There were also cases in which the content of the information and the medium used for handover consisted of 
the Medicines Brought in at Hospitalization Report sent from the inpatient reception desk to the ward and the 
descriptions of prescription medication contained therein.

B) Altered prescription content and temporary prescriptions, etc.
These included orders and details of requests in the form of temporary prescriptions, orders for sudden changes 
in prescription content, requests for the readjustment of drugs in cases where they had been dispensed packaged 
together, and requests from the pharmaceutical department to the ward for the deletion of prescriptions 
suddenly halted upon discharge and the return of drugs stopped. These are cases in which there were sudden 
deviations from the normal course of duties.

C) Other prescriptions
These consisted of prescriptions issued in the normal course of duties and orders for the continuation of 
medicines brought in at hospitalization.

D) Records and handovers, etc. concerning oral medication and injection drugs
These included memos detailing handovers and orders concerning drugs to be administered at the time of 
dialysis or an examination, handovers of information about insulin administration and oral hypoglycemic 
agents, order sheets created by anesthesiologists with notation thought to have made it difficult to hand 
over information adequately, operative notes containing records of drugs administered, and patient allergy 
information handed over at the time of a different examination, which was carried out shortly before the 
examination during which the medical near-miss event occurred.

E) Drugs being administered or due to be administered
Drugs handed over by the previous division/department and injection drugs currently being administered 
constituted both the content of the information and the medium used for handover. 
Fig. III-2-30 summarizes the information detailed in A) - E) above.

Fig. III-2-30 Content of Information and Medium Used for Handover (Medical Near-miss Events)

Information handed over by the previous division/department →
Handover of information 

within the division/
department in question

1. Medicines Brought in at Hospitalization Identification Forms and 
Medicines Brought in at Hospitalization Reports, etc.
[Pharmaceutical department] Medicines Brought in at Hospitalization Identification Report

[Pharmaceutical department] Medicines Brought in at Hospitalization Identification Report →

[Ward] As well as ordering the 
cessation of medicines brought in at 
hospitalization and their resumption 
at a later date, the attending physician 
ordered that a new, different oral 
medication be started immediately

[Inpatient reception desk] Medicines Brought in at Hospitalization Report sent to the ward

2. Altered prescription content and temporary prescriptions, etc.
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Information handed over by the previous division/department →
Handover of information 

within the division/
department in question

[Outpatients] Bayaspirin prescribed temporarily
[Ward]
1)  The attending physician intended to enter a prescription for a suppository as a prescription at 

the time of discharge, but mistakenly entered a prescription for the tablet format of the same 
drug; however, s/he noticed this immediately and canceled the action, then entered new details 
to prescribe the suppository

2)  The prescription for a suppository about which the lead nurse contacted the pharmaceutical 
department

[Ward] Request for readjustment of content of preparations packaged together
[Ward]
1)  Information handed over to the pharmacist by the nurse when checking that morning’s 

administration of anticancer drugs, to the effect that they were “to be given to everyone”
2)  Information subsequently handed over by the lead nurse to the pharmacist, to the effect that 

administration to a patient awaiting the results of an examination was to be halted
[Pharmaceutical department] Request to the ward for deletion of the prescription at the time of 
discharge for drugs that had suddenly been stopped and for the return of the drugs that had been 
halted

3. Other prescriptions
[Outpatients] Physician’s prescription and order for continuation of medicines brought in at 
hospitalization issued at the time of admission
[Outpatients] Physician’s prescription

4. Records and handovers, etc. concerning oral medication and injection 
drugs, etc.
[Ward]
1) Information on the worksheet, stating “In the event of HD, has Dops capsules (self-managed)”
2) Information that the patient had Dops capsules, which was handed over to the dialysis room 
nurse
[Ward]
1)  Order to take analgesics in the event of pain during the examination, which was handed over to 

the examination room nurse
2)  Order checklist onto which the name of the drug had been transcribed and the drug in a sachet, 

which had been handed over to the examination room
[Emergency department]
1)  Blood glucose measurement and insulin administration using a sliding scale, which was handed 

over to the ward
2)  Information that the patient’s family would bring the hypoglycemic agents in a few hours’ time, 

which was handed over to the ward
[Initial treatment room] Information that details of the injection drug to be administered and the 
dosage were still pending, which was handed over to the ward
[ICU] Order to stop Bayaspirin conveyed at handover via an order sheet on which the 
anesthesiologist had written nothing but "Off"
[Operating theater] Recorded use of an analgesic in suppository form, which was stated on the 
operative notes

5. Drug allergy information
[Ward] Xylocaine allergy information handed over at the time of PCS carried out on the same 
patient in the morning

6. Drugs being administered or due to be administered

[Ward] Oral medication handed to the ICU by the nurse →
[ICU] Oral medication for the next 
morning checked by the attending 
physician

[Ward]
1)  Handover to the examination room nurse concerning the fact that the patient was to take 

analgesics in the event of pain during the examination
2)  Drug in a sachet, which was handed over to the examination room along with the order checklist 

onto which the name of the drug had been transcribed
[Pharmaceutical department]
1) IVH bag into which insulin had already been mixed dispensed to the ward
2)  IVH bag with a label for checking the addition of insulin attached, on which a check mark had 

been made with a red marker pen, indicating that it already had insulin mixed in
[ICU] Injection drug being administered at a constant speed using a continuous infusion pump

*Arrows indicate the direction of the flow of information. 
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(c) Factors impeding clinical handover of information
Cases in which clinical handover of information did not take place can be broadly categorized as follows: 
1) cases in which the correct information was not handed over from the previous division/department to the 
division/department in question; and 2) cases in which the correct information was handed over from the 
previous division/department to the division/department in question. Category 1) can be further classified into 
(a) cases in which the previous division/department did not hand over information; and (b) cases in which the 
previous division/department handed over incorrect information; category 2) can be further classified into (c) 
cases in which the flow of information within the division/department in question was disrupted; and (d) cases 
in which the information was misunderstood within the division/department in question (Fig. III-2-17). There 
are limits to the volume of information actually reported, so it is not possible to classify events into categories 
(a) or (b) with the greatest accuracy, but based on the information that has been reported, events have been 
divided into those that were mainly due to the flow of information being disrupted, those that were mainly 
due to the misunderstanding of information, and those in which both are thought to have been involved; the 
number of cases for each type and the reasons for the disruption or misunderstanding are shown in Fig. III-2-
31 and Fig. III-2-32.

The reasons why the flow of information was disrupted between divisions or departments included forgetting 
to convey changes in orders; omissions in the recording of information on message sheets, order sheets or 
worksheets used for clinical handover of information, or the failure to check these; forgetting to carry out 
handovers of information concerning the situation in regard to oral medication or administration of other 
drugs; forgetting to carry out handovers concerning methods of oral medication administration during 
examinations; orders that were difficult to understand; insufficient checks with other staff members, such as 
physicians; inadequate checks of the electronic medical record; and lack of understanding of the electronic 
medical records mechanism.

Moreover, the reasons why information was misunderstood included documents or prescriptions that were 
incorrect or misleading; misunderstanding the content of requests for the readjustment of drugs that had been 
dispensed packaged together; forgetting to return drugs because the docket drawn up for normal drugs was 
not created at the time of a request for the return of narcotics; being unaccustomed to handling narcotics; 
insufficient checks using the double-check or repetition process; compiling incorrect dockets due to incorrect 
operation of the ordering system; mistakes in writing down changes in orders; misunderstanding the content 
of handovers; misunderstanding the correct prescription medication due to prescription and cessation being 
repeated within a short space of time; misunderstanding the symbol indicating a coinfusion of insulin; 
misunderstanding due to dispensing of both medications packaged together and medications in the normal 
PTP sheets; inconsistencies in the items to be checked at handover; and orders or handovers that spanned two 
dates.

In these cases, many of the reasons demonstrate that there is scope for improvement in carrying out duties, 
suggesting that the reported medical adverse events were preventable.

Fig. III-2-31 Reasons Why Information Was Not Handed Over (Medical Near-miss Events)
Correct information not handed over by the 

previous division/department to the division/
department in question

Correct information handed over by the previous 
division/department to the division/department in 

question
Total

Information not handed over Incorrect information 
handed over

Mainly due to the flow of 
information being disrupted

Mainly due to the 
misunderstanding of 

information
Number of events Number of events Number of events Number of events

9 5 10 15 39
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Fig. III-2-32 Reasons Why Information Was Not Handed Over (Medical Near-miss Events)

Division/
department

Information not handed over 
by the previous division/

department to the division/
department in question  →

Information handed over by the previous division/
department to the division/department in question

Reason why the information 
was not handed over

Reason why clinical handover 
of information was disrupted

Reason why the information 
was misunderstood

Inpatient reception 
desk →

ward
 →

[Inpatient reception desk] Incorrect 
Medicines Brought in at Hospitalization 
Report sent to ward

Ward →
pharmaceutical 

department
 →

[Pharmaceutical department] 
Misinterpreted the content of the request 
for readjustment of drugs packaged 
together
[Ward] Request for readjustment written 
in a way that was misleading

Ward →
Pharmaceutical 

department
 →

[Ward] The fact that there was a patient 
who was awaiting examination, so 
dispensing of his/her drugs had been 
suspended was not conveyed to the 
pharmaceutical department

Pharmaceutical 
department →

ward
 →

[Ward] There was a request from the 
pharmaceutical department for the return 
of morphine that the patient had been 
prescribed at the time of discharge, but 
the ward continued to keep it, because the 
morphine did not have the docket that was 
usually required in order to return it
[Pharmaceutical department] Did not 
check the reason why the return docket 
was not forthcoming

Pharmaceutical 
department →

ward
 →

[Pharmaceutical department] Made a 
mistake when entering the drugs while 
identifying medicines brought in at 
hospitalization

ICU →
ward  →

[ICU] The order to halt the drug quoted 
the anesthesiology department’s order 
from the day of surgery, so only “Off” was 
written on it
[Ward]
1) Did not state on the order sheet that the 
drug was to be stopped
2) Did not state “Stop” on the drug 
administration slip either

Ward →
ICU  →

[Ward] No handover of oral medications 
when the patient was transferred to ICU
[ICU] Did not check whether Warfarin 
was being taken when the attending 
physician checked the oral medications the 
following morning
[Other clinical department] No system in 
the other clinical department that made it 
possible to check information about oral 
medication easily

Ward →
Dialysis room  →

[Ward]
1) Did not check when and how the patient 
should take the drugs required during the 
examination
2) Did not hand over to the dialysis room 
nurse the drugs required during the 
examination
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Division/
department

Information not handed over 
by the previous division/

department to the division/
department in question  →

Information handed over by the previous division/
department to the division/department in question

Reason why the information 
was not handed over

Reason why clinical handover 
of information was disrupted

Reason why the information 
was misunderstood

Ward → 
radionuclide 

examination room
 →

[Examination room nurse]
1) Unaccustomed to handling narcotics for 
inpatients
2) Made an incorrect assumption about 
the number of packages of oral analgesic 
to be taken in the event of pain during the 
examination
3) No means of checking the amount 
ordered when the patient was taking the 
oral medication
4) No double-check of the dosage to be 
taken each time when the patient was 
taking the oral medication
[Ward nurse]
1) No rules for removing narcotics from 
the ward and the order for analgesics
was written on an order checklist
2) When the sachet containing the 
analgesic was handed over, it was not 
taken out to be checked
3) The details of the analgesic were 
transcribed onto the order sheet, but they 
were not written in a way that made it 
possible to ascertain whether this was the 
amount for one dose or the amount the 
patient had brought

Ward →
catheter 

examination room
 →

[Nurse] Allergy information was neither 
written on the examination record form 
nor handed over at the time of handover

ICU →
ward

[ICU] No handover to the ward 
concerning the fact that the patient 
had been taking narcotics for pain 
in the ICU

[Information 
not handed 
over]

Operating theater 
→

ward

[Theater nurse]
1) The fact that an analgesic 
suppository had been used in the 
operating theater was not stated in 
the anesthesia records, so this was 
not noted in the nursing records 
from the operation
2) Only the information in the 
operative notes was handed over and 
the information about the use of the 
suppository was not handed over

[Information 
not handed 

over]

Outpatients → 
ward

[Outpatient physician]
1) An inpatient order form was 
mistakenly used to order an 
injection for an outpatient, and the 
drug was dispensed using the same 
injection slip as that used on the 
ward
2) The administration of an injection 
in outpatients was not recorded

[Information 
not handed 

over]

[Outpatient physician]
1) An inpatient order form was mistakenly 
used to order an injection for an 
outpatient, and the drug was dispensed 
using the same injection slip as that used 
on the ward
2) The administration of an injection in 
outpatients was not recorded
[Facility in question] 
System that did not communicate to the 
pharmaceutical department the fact that 
the outpatient section had provisionally 
issued a prescription docket usually 
used for inpatient orders, which was not 
normally issued by the outpatient section

Ward →
pharmaceutical 

department
 →

[Pharmacist]
1) Was meant to delete the old order from 
the physician, but deleted the new one by 
mistake
2) Did not abide by the regulations 
concerning repeating the content of 
revisions and making records of them
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Division/
department

Information not handed over 
by the previous division/

department to the division/
department in question  →

Information handed over by the previous division/
department to the division/department in question

Reason why the information 
was not handed over

Reason why clinical handover 
of information was disrupted

Reason why the information 
was misunderstood

Ward →
examination room

[Nurse]
1) Aware of the necessity of 
returning unused sedatives to the 
ward
2) The sedatives were not used in the 
examination, so when the nursing 
assistant was asked to go and collect 
the patient after the examination, s/
he was not told to return the drug
3) Did not check the whereabouts 
of the sedative when returning the 
ward
4) Did not check how the sedative 
was being stored

[Information 
not handed 

over]

Outpatients → 
ward  →

[Ward nurse]
1) No handover about the fact that drugs 
had been prescribed in outpatients
2) The order “Has medicines from 
another medical institution brought in 
at hospitalization, medicines brought in 
at hospitalization to be continued” was 
understand to mean “medicines from the 
other medical institution brought in at 
hospitalization to be continued” and it 
did not occur to the nurse that there was 
prescription medication from outpatients 
as well
3) Did not check with the physician

Ward →
operating theater

[Ward]
1) Understood that Pansporin was 
prohibited for use with the patient
2) This was stated on the past 
history record and the nursing 
database, but not on the 
Contraindicated Drugs Form on the 
clinical card
3) Did not hand over information 
about contraindicated drugs to the 
operating theater

[Information 
not handed 

over]

[Ward nurse] During handover, only told 
the theater nurse that contrast medium 
was a contraindicated drug

Outpatients → 
ward  →

[Ward]
1) Overlooked the outpatient prescription 
and did not check the electronic medical 
record properly
2) Was prescribed temporarily, so it was 
not printed on the regular oral medication 
order sheet
[Patient] Did not hand over medicines 
brought in at hospitalization to the nurse

Outpatients → 
ward

[Outpatients]
1) Prescribed Warfarin, but did not 
hand it over to the patient because s/
he was being admitted the same day
2) Did not carry out appropriate 
handover to the ward

[Information 
not handed 

over]

Ward →
pharmaceutical 

department

[Ward] Mistakenly ordered from the 
pharmaceutical department a drug 
for administration via a feeding tube 
by means of the simple suspension 
method

→
[Handover 
of incorrect 
information]

Ward →
pharmaceutical 

department
 →

[Ward] The lead nurse telephoned the 
pharmacy. and the medical affairs 
department to let them know that there 
would be a prescription for a suppository, 
but the fact that the order was halted and 
then re-prescribed was not communicated
[Pharmaceutical department] Was not 
informed by the ward of the halting of 
the order and the re-prescription, so the 
discharge prescription that was originally 
issued was handed over to the patient

Pharmaceutical 
department →

ward
 →

[Ward] Medicines Brought in at 
Hospitalization Analysis Form showed 
the content of the medicines brought in at 
hospitalization and the amount remaining 
when brought in, and one was mistaken 
for the other

Pharmaceutical 
department →

ward

[Pharmaceutical department] 
Dispensed Venoglobulin IH from 
the drug closet, instead of Venilon

→
[Handover 
of incorrect 
information]
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Division/
department

Information not handed over 
by the previous division/

department to the division/
department in question  →

Information handed over by the previous division/
department to the division/department in question

Reason why the information 
was not handed over

Reason why clinical handover 
of information was disrupted

Reason why the information 
was misunderstood

Pharmaceutical 
department →

ward
 →

[Ward] The pharmacist intentionally 
marked the label with a check to indicate 
that it was a coinfusion with an insulin 
preparation, but the nurse perceived it as a 
sign emphasizing that insulin had not been 
mixed in★

Pharmaceutical 
department →

ward

[Pharmaceutical department] When 
identifying medicines brought 
in at hospitalization, mistook the 
identification code for Omepral 
“Towa” (identification code: Tw276) 
and identified and reported it as 
being Sofmin (Levotomin) 25mg 
(identification code: Kw276)

→
[Handover 
of incorrect 
information]

Pharmaceutical 
department →

ward
 →

[Ward]
1) There was a misunderstanding that 
the tablets in heat-sealed bags had been 
prescribed in addition to the drugs 
packaged together, so this was entered on 
the nursing order and they were divided up
2) Did not realize that there was a 
possibility that an external dispensary 
might have packaged together drugs from 
multiple clinical departments

Pharmaceutical 
department →

ward
 →

[Ward]
1) Regular oral medications were set 
out without looking at the worksheet, 
referring only to the Medicines Brought 
in at Hospitalization Identification Report, 
which did not specify the start date
2) Checks of oral medication were not 
carried out thoroughly
[Pharmaceutical department] Patient 
received a duplicate prescription of 
Amlodin 2.5mg 1 tablet/day from both 
the hospital in question and the other 
medical institution, and no note was made 
about setting out the drugs from the other 
medical institution (in PTP sheets) after 
the drugs from the hospital in question 
(packaged individually) had run out

Pharmaceutical 
department →

ward

[Pharmaceutical department] 
Mistake when entering information 
about medicines brought in at 
hospitalization and drug allergy 
information

→
[Handover 
of incorrect 
information]

Pharmaceutical 
department →

ward
 →

[Ward] When resuming medicines 
brought in at hospitalization, the details 
were written on the paper-based Drug 
Identification Sheet, but were not 
displayed on the patient/nursing profile on 
the electronic medical record

Outpatients →
Pharmaceutical 

department
 →

[Outpatients] Physician did not stipulate 
the drug specification when prescribing it
[Pharmaceutical department] Hospital 
did not have the specification that 
the physician intended to use and the 
pharmacist dispensed the drug based on 
the specification used within the hospital, 
without checking the specification

Ward → outpatient 
chemotherapy 

room

[Ward]
1) No note in the physician’s and 
nurse’s ward records concerning the 
administration of Restamin during 
inpatient chemotherapy
2) Did not provide a tour of the 
chemotherapy center, which would 
have provided an opportunity for 
clinical handover of information 
before transitioning to outpatient 
chemotherapy

[Information 
not handed 

over]

ICU →
ward  →

[Ward]
1) Ward nurse checked the flow rate 
alone when changing over the continuous 
infusion pump
2) Checks of infusion rate orders at by 
nurses at handover and when changing 
wards not standardized
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Division/
department

Information not handed over 
by the previous division/

department to the division/
department in question  →

Information handed over by the previous division/
department to the division/department in question

Reason why the information 
was not handed over

Reason why clinical handover 
of information was disrupted

Reason why the information 
was misunderstood

ICU →
ward

[ICU] With regard to the start date 
of the oral medication, of which 
there was 7 days’ supply, did not tell 
the ward that the following day’s 
dose had been started from the 
previous day

[Information 
not handed 

over]

Initial treatment 
room →

ward
 →

[Ward (emergency department)]
1) The record in the system stated that 
the patient had been admitted after 
midnight and the outpatient nurse altered 
the admission order after midnight. 
Consequently, it was not possible to see on 
the system that the order had been made 
the previous day. 
2) At handover, the ward leader 
misunderstood it to be an order for the 
current day, rather than the previous day
3) Physician did not look at the blood 
sample results that should have been 
checked and did not inform the ward of the 
infusion volume
4) The charge nurse was unable to check 
the order because of a succession of 
admissions

Operating theater 
→

ward
 →

[Operating theater] No handover from 
the operating theater about the fact that a 
Voltaren suppository had been used

Outpatient 
examination room

→ central 
treatment room

[Outpatient examination room] 
Ordered an infusion for a patient 
who had not been examined

→
[Handover 
of incorrect 
information]

*Arrows indicate the direction of the flow of information.
* ★ indicates that two similar cases are included

(d) Reasons why the event did not lead to a medical adverse event
Medical near-miss events are events in which, for some reason, there was no effect on the patient or only a 
slight effect, so the reasons for this are useful in considering measures to prevent recurrence. Accordingly, the 
reasons why these medical near-miss events did not turn into medical adverse events was analyzed, based on 
their content, background and causal factors.

As a result, it was ascertained that there were few cases that were confined to medical near-miss events due 
to being noticed before the drug was administered to the patient, while there are many in which the drug was 
administered, but treatment was not required or the patient needed only minor treatment. The reasons why 
the mistake was noticed before administering the drug included noticing the mistake because another nurse 
who was aware of the details of contraindicated drugs happened to be present and pointed it out; noticing the 
existence of an unnecessary injection order because the nurse noticed the issue of an incorrect injection slip; 
a nurse noticing a mistake in a physician’s order because the drug was not delivered to the ward from the 
pharmaceutical department; the attending physician noticing a mistake in identification because s/he harbored 
doubts about the content of a Medicines Brought in at Hospitalization Identification Report and queried it with 
the referring institution; noticing that there were oral medication doses missing when checking the number 
of doses remaining at the time of transfer between wards; noticing a mistake in an order because the patient 
subject to an infusion order did not arrive from the treatment room; and noticing the halting of an order 
because information about the cessation of anticancer drugs was handed over. These suggest that such actions 
as checking the content and amount of drugs in the normal course of duties and understanding the operational 
processes involved in the delivery of drugs are vital in preventing medical adverse events. Fig. III-2-33 provides 
a summary of the reasons why mistakes were noticed before or after administering drugs.
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Fig. III-2-33 Reasons Why Mistake was Noticed (Medical Near-miss Events)

1. Reasons why mistake was noticed before administering drug

•  The narcotics were not returned, but their absence was noticed in the pharmaceutical department when checking the amount of narcotics in 
stock

•  The mistake was noticed because another nurse who was aware of the details of contraindicated drugs happened to be present and pointed it 
out

•  While making preparations to replenish the drugs used in outpatients, the pharmacist noticed that the injection slip for a patient who had 
undergone an outpatient consultation while admitted had been forcibly issued, and realized that the injection slip had been issued on the 
ward by mistake

•  The nurse noticed a mistake in a physician’s order because the drug was not delivered to the ward from the pharmaceutical department
•  The attending physician noticed a mistake in identification because s/he harbored doubts about the content of a Medicines Brought in at 

Hospitalization Identification Report and queried it with the referring institution
•  It was noticed that oral medication doses were missing when checking the number of doses remaining at the time of transfer from ICU
•  A mistake in an order was noticed because the patient subject to an infusion order did not arrive from the treatment room
•  The halting of an order was noticed because information about the cessation of anticancer drugs was handed over
　* The drug was not administered, but it had been dispensed, so it was destroyed

2. Reasons why mistake was noticed after administering drug

•  The drug was to be re-dispensed, so the mistake in the specification of the prescription was noticed
•  The ward to which the patient was transferred noticed an omission in the order from the ward from which s/he had been transferred
•  The fact that KaytwoN, which was not required in the infusion, had been coinfused was noticed when checking the oral medications in the 

morning
•  The fact that the patient had not taken the oral medication required during an examination was noticed during a check when the patient 

returned from the examination
•  A mistake in the dosage of the oral medication during an examination was noticed during a check when the patient returned from the 

examination
•  The patient was observed to have symptoms that were side-effects of narcotics, so the use of narcotics by the previous division/department 

was discovered
•  The attending physician pointed out the drugs used in the operating theater and it was noticed that administration of that drug had been 

duplicated on the ward
•  The ward nurse noticed after an examination that the drugs had not been stopped
•  When there was time after surgery commenced, the theater nurse looked at the previous history record and noticed the drug allergy 

information
•  When the pharmacist explained the content of the discharge prescription upon discharge, s/he noticed that the patient had not taken the oral 

medication required
•  A drug mix-up was noticed after the patient was discharged, when some of the drugs on the patient’s discharge prescription arrived on the 

ward
•  The nurse on the ward to which the patient had been transferred noticed that the usage on the previous ward differed from that on the 

prescription
•  When checking the second infusion, a mistake in the first infusion was noticed because insulin had been added
•  When the night shift staff member for the following day checked the oral medication, s/he noticed that Amlodin had been duplicated, with 

some dispensed packaged together and some in PTP sheets
•  When the night nurse checked the drugs because they were about to run out, s/he noticed the mistake in the specification
•  The fact that staff members had forgotten to administer the drug that was to be taken when administering the anticancer drugs was noticed 

because the patient mentioned it
•  The night nurse noticed that the infusion had finished early and realized that there had been a mistake in the administration speed
•  The following morning, when the charge nurse checked the previous day’s infusion, s/he noticed that the infusion had not been administered
•  After administering a suppository because s/he thought that the operative notes did not mention one, the nurse looked at the records again 

and saw that one had already been administered

(e) Improvement measures
i) Procedures and systems for checking medicines brought in at hospitalization
A) Systems for checking medicines brought in at hospitalization

○  Having the duty pharmacist request that all of the medicines brought in at hospitalization be taken for 
safekeeping at the admission and discharge booking center, apart from the dose for that day, and having 
that day’s dose sent to the ward.

○  Submitting drugs to the pharmaceutical department for checks of medicines brought in at hospitalization, 
even if the patient is only to be admitted for a short time.

○  Developing the pharmaceutical department into a point of contact for the safekeeping and management 
of medicines brought in at hospitalization.

B) Methods of checking the content of medicines brought in at hospitalization
○  Identification by identification number

•  In drug information searches, learning how to search for information based on imprints.
•  Where there is no information against which the details can be checked, copying the imprinted 

number obtained from the search into the comments field and comparing it with the details.
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•  Finally, checking the identification details against the medication handbook or drug bag one more 
time.

○  Having the attending physician carry out a proper check of the details in the Medicines Brought in at 
Hospitalization Identification Report.

○  Ensuring widespread awareness of the fact that, in the event of an external prescription from outpatients, 
the dispensing pharmacy might package together oral medications from both the clinical department 
in question and other clinical departments; in the event of admission, ensuring that checks take place 
regarding the content of the Medicines Brought in at Hospitalization Identification Report and the 
actual oral medication, along with checks of prescriptions from the clinical department in question and 
those from other clinical departments, in order to prevent duplicate prescriptions.

○  Making improvements so that details of medicines brought in at hospitalization and tablet identification 
are listed on the electronic medical record.

C) Methods of checking the continuation of medicines brought in at hospitalization
○  Ensuring that orders to continue medicines brought in at hospitalization are issued based on a 

prescription for medicines brought in at hospitalization from the physician.
○  In the event that a new drug has been prescribed for a patient continuing to take medicines brought 

in at hospitalization, checking not only the drug name on the prescription, but also the strength and 
effect stated on the Medicines Brought in at Hospitalization Identification Report, in order to prevent 
the duplication of efficacies.

ii) Improved treatment information systems
○  Clarifying and ensuring widespread awareness of the process for injection orders for inpatients 

undergoing outpatient consultations in another clinical department, as well as revising the ordering 
system and the drug system.

○  Making improvements so that details of medicines brought in at hospitalization and tablet identification 
are listed on the electronic medical record (stated again).

iii) Filling out and checking prescriptions and media used for clinical handover of information
A) Filling out prescriptions

○  Ensuring that the physician writes the specification on the prescription without fail, and that the 
pharmacist always checks this.

○  Standardizing the notation method for usage and dosage, and the content of requests.
B) Filling out and checking media used for clinical handover of information

○  Standardizing the notation method for usage and dosage, and the content of requests (stated again).
○  Ensuring that the details of drugs administered in the operating theater are stated on all surgery nursing 

records.
○  Considering a standard request form to be used when preparing oral medication packaged together on 

subsequent occasions.
○  Clearly indicating the respective start dates when setting out prescription medication, if there are any 

with start or end dates that differ from those of other prescription drugs.
iv) Specific content of the check process
A) Establishment and thorough implementation of rules for checks
a. General rules

○  Checking the patient name, drug name, administration period, medication and correct administration 
method when checking oral medication.

○  Thorough adherence to the point and call check method.
○  Conducting double-checks with another staff member when preparing drugs and using prescriptions 

and drug bags to check them.
○  Taking into account the number of years of experience of one’s counterpart when conducting double-

checks of injection drugs.
○  Not only conducting visual checks of drugs being administered, but also checking the amount ordered 

on the PC.
○  Prioritizing checks of high-risk drugs.
○  Ensuring that the drug administration history is checked without fail.
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○  If anything is unclear, ensuring that the ward pharmacist is consulted to check it, rather than trying to 
resolve it among the nurses.

○  When setting out prescription medication, comparing it against the prescription docket (Medicines 
Brought in at Hospitalization Identification Report) and the worksheet.

○  Clearly indicating the respective start dates when setting out prescription medication, if there are any 
with start or end dates that differ from those of other prescription drugs (stated again).

b. Checks related to the operating theater
○  Gaining an understanding of the drugs envisaged to be used on the ward after returning from the 

operating theater, and the usage status of those drugs in theater.
c. Checks at the time of ward transfers

○  Counting the number of doses of oral medication left at the time of ward transfers, and noting on the 
prescription the administration period (from MM/DD to MM/DD).

d. Checks at the time of admission
○  Ensuring thorough implementation of oral medication checks with the patient at outpatients, from the 

point at which the admission date is determined.
e. Checks at the time of discharge

○  If a prescription at discharge is suddenly stopped and then re-entered, ensuring that the medical affairs 
department and the pharmacy are contacted to inform them that both the stoppage and the re-entry 
have taken place. Moreover, when explaining the discharge prescription to the patient, checking that 
there are no mistakes in relation to the drug that has been stopped and re-entered.

f. Checks related to the pharmaceutical department
○  In the event that the physician orders a special prescription by telephone, asking more in-depth questions 

about the special way in which this will be used, rather than just accepting the request unquestioningly.
g. Checks related to outpatient duties

○  In the event that the patient has still not come to the treatment room 30 minutes or an hour after the 
infusion order was entered on the PC, contacting the block reception desk and checking the patient’s 
status.

B) Establishment of and thorough adherence to handover rules
○  In order to check the content of handovers again, outputting a list of patients under the care of the 

charge nurse as soon as a patient is transferred or admitted as an emergency, and ensuring that the team 
leader and charge nurse check the content of the orders.

○  Carrying out handovers using infusion order sheets. When checking the records late at night, carrying 
out early checks concerning the administration of infusions the previous day.

○  In the case of patients using suppositories when leaving the operating theater, checking at handover 
whether or not a suppository has been used in theater.

C) Checks based on effective use of labels
○  The check mark on the check label is to be made using a thick red marker pen, and it is difficult to 

distinguish whether this indicates that insulin needs to be coinfused or whether it indicates that it has 
already been coinfused, so the label should be changed to [Coinfused: Yes / No], with the appropriate 
answer being circled.

D) Checks of drugs with specific efficacies
a. Management of narcotics

○  In the event that a prescription for narcotics has been canceled on the discharge prescription, ensuring 
that the pharmacist checks with the nurse when the narcotics will be returned and who will return them. 
Moreover, requesting that, while the drugs are stored on the ward, a label stating “To be returned” is 
attached to the drug bag containing the narcotics.

○  Having the Nursing Division determine rules such as the following when narcotics are taken off the 
ward for the purpose of examinations or treatment, etc.
•  Nurses shall conduct double-checks while preparing the order sheet, the narcotic use docket, and one 

dose of the rescue drug. When being taken off the ward, narcotics shall be placed in a container with 
a lid, which shall be standardized throughout the hospital.

•  The nurse in the location to which the patient has been taken shall put the order sheet, the narcotic 
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use docket, and one dose of the rescue drug in the designated place.
•  The nurse in the location to which the patient has been taken shall check the final time when the drug 

is to be taken, using the order sheet and the narcotic use docket; the patient shall be given the dose 
of the rescue drug handed over by the ward nurse and then return the empty package to the lidded 
container.

•  The nurse in the location to which the patient has been taken shall record the time at which the dose 
was taken on the narcotic use docket and sign it.

•  The nurse in the location to which the patient has been taken shall handover the order sheet, the 
narcotic use docket and the empty packet that contained the dose of the rescue drug to the ward nurse 
who comes to collect the patient.

•  The ward nurse shall enter the time stated on the narcotic use docket on the progress chart.
•  When administering narcotics, the nurse shall check the drug name, usage and dosage with the 

patient, after checking the physician’s order.
○  Gaining an understanding of the duration of the effects of narcotics.

b. Management of blood products
○  With regard to the dispensing of medical products derived from specific substances, the pharmacist 

shall carry out a double-check of the products brought by the pharmacy assistant by affixing his/her 
seal. Moreover, when handing over the products, the product name shall be read aloud and checked to 
ensure there are no mistakes before handing them over.

○  Ensuring that nurses making telephone contact to conduct checks concerning patients due to be 
administered anticancer drugs understand which patients are due to receive the drugs and inform the 
pharmacist if there are any patients whose preparations should be put on hold.

c. Management of antineoplastic drugs
○  When providing a tour of the chemotherapy center before the patient transitions to outpatient 

chemotherapy, ensuring that the outpatient nurse obtains information such as details of side-effects or 
adverse events during treatment while admitted.

E) Checks of prescription medication for patients with particular clinical conditions
a. Administration of drugs to dialysis patients

○  Ensuring that checks are made to ensure that conventional usage and dosage is not reported, based on 
preconceived idea, as prescriptions for dialysis patients can have different usages and dosages from 
normal.

b. Administration of drugs to patients undergoing PCI (Percutaneous Coronary Intervention)
○  In the event of administering drugs to patients undergoing PCI, conducting the various checks based 

on the premise that they could be taking Warfarin.
F) Checks and cooperation requested of patients and their families

○  Providing patients with drug administration guidance.

(8) Analysis of Medical Near-miss Events Related to Clinical Handover Between 
Clinical Departments, or Between a Clinical Department and a Functional 
Division/Department of Information Concerning Drugs

(a) Occurrence status
The 28th Quarterly Report tabulated and analyzed 47 medical near-miss events related to clinical handover 
between facilities of information concerning drugs that were reported between January and December 31, 2011, 
with a particular focus on clinical handover of information between clinical departments, such as department 
of internal medicine → surgical department and department of ophthalmology → orthopedic department.

(b) Content of information and medium used for handover in events related to clinical 
handover between facilities, etc. of information concerning drugs
Cases in which clinical handover of information did not take place can be broadly categorized as follows: 
1) cases in which the correct information was not handed over from the previous clinical department to the 
clinical department in question; and 2) cases in which the correct information was handed over from the 
previous clinical department to the clinical department in question. Category 1) can be further classified into 
(a) cases in which the previous clinical department did not hand over information; and (b) cases in which the 
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previous clinical department handed over incorrect information; category 2) can be further classified into (c) 
cases in which the flow of information within the clinical department in question was disrupted; and (d) cases 
in which the information was misunderstood within the clinical department in question. The content of the 
information not handed over, or the content of the information that was handed over and the medium used for 
handover between the previous clinical department and the clinical department in question has been analyzed 
and is shown below.
i)  Information not handed over correctly by the previous clinical department to the division/

department in question
The events in which information was not handed over by the previous clinical department included events in 
which there was no handover concerning the fact that there were oral medications, or in which the content of 
prescriptions was not checked at the time of handover, and events in which the order for oral medication was 
not issued in the previous clinical department, or was not dealt with when the order was issued.
Among the cases in which information was handed over by mistake by the previous clinical department was 
a case in which it was stated at handover that oral medication had been halted, including oral medication that 
the physician had prescribed to be continued, and a case in which two different orders were handed over for 
the same drug.
Fig. III-2-34 shows this information not handed over by the other facility.

Fig. III-2-34　Information Not Handed Over by the Previous Clinical Division or Functional Division/
Department (Medical Near-miss Events)

Information not handed over by the previous clinical department or functional division/department

1. Information that the previous clinical department or functional division/department forgot to hand over

1) Other department → department in question
•  The physician ordered that the patient stop taking Amlodin and the nurse accepted the order written on the order sheet, but 

did not deal with it.

2) Other department → department in question
•  At transfer, the patient’s Omeprazon was not physically handed over, nor was any information provided about it at 

handover.

3) Other department → department in question
•  The physician from the other department did not inform the nurse of the order.

4) Other department → department in question
•  No handover of medicines brought in at hospitalization.

5) Other department → department in question
•  An increase in the dosage of Aspara Potassium for oral administration was ordered and recorded in the drug 

administration ledger, but this was not checked at handover.

2.  Information that the previous clinical department or functional division/department handed over 
incorrectly

1) Other department → department in question
•  The order sheet ordered “Stop oral medication from the other medical institution, continue new prescription from this 

hospital”, but it was handed over as “Stop all oral medications that have been prescribed”.

2) Department of cardiovascular medicine → department in question
•  The part-time outpatient physician ordered duplicate prescriptions of Warfarin, which each had different instructions 

(prescription 1: Warfarin 1mg 1 tablet 1 time/day <after breakfast> for three days; prescription 2: Warfarin 1mg 3 tablets 1 
time/day <after breakfast> for five days).

3) Other department → department in question
•  The patient should have taken six packets of Daikenchuto (a traditional Japanese herbal medicine) per day (two packets per 

dose), but three packets for the day were set out and handed over.

4) Radiology department → department in question
•  Alloid G, which was to be prescribed for a different patient who was experiencing esophagitis during radiotherapy, was 

mistakenly prescribed for the patient in question.

*Arrows indicate the direction of the flow of information.

ii)  Content of information and the medium used for handover from the previous clinical 
department to the clinical department in question

The content of information and the medium used for handover from the previous clinical department to the 
clinical department in question, giving rise to medical near-miss events, is as follows. The following shows the 
information that was actually handed over.
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A) Prescriptions and orders
There were many cases in which prescriptions and orders for oral medication and injection drugs were not 
handed over. There were many cases related to the administration of medication during normal admissions, but 
there were also pre-operative and perioperative orders. Moreover, the pharmaceuticals involved also included 
antineoplastic drugs.

B) Changes to prescriptions and orders
There were many cases in which changes were made to orders for oral medication and injection drugs, but this 
information was not handed over. As well as orders for the reduction of drug dosages, there were also many 
reports of orders for drugs to be stopped.

C) Oral medication
There was a case in which clinical handover of information was carried out by means of the physical handover 
of the actual oral medication.

D) Information about contraindicated drugs
There was a case in which information about Flomox being contraindicated was entered in the contraindicated 
drugs column on the patient bulletin board.

E) Requests to other clinical departments
This category included a case in which the fact that Warfarin had run out was noted on the bulletin board 
on the electronic medical record and addressed “to the treating physician” (intended for the department of 
cardiovascular medicine), cases in which requests for the adjustment of discharge prescriptions or post-
discharge outpatient prescription medication were made, and a case in which a request was made for a drug to 
be dissolved, detailing the method to be used.

Fig. III-2-35 summarizes the information detailed in A) - E) above.

Fig. III-2-35　Content of Information and Medium Used for Handover (Medical Near-miss Events)

Information handed over by the previous clinical 
department or functional division/department

Handover of information within the 
clinical department or functional 
division/department in question

1. Prescriptions and orders
[Anesthesiologist] Issued a pre-operative order for "Dormicum 3mg + normal saline 5mL enema".
[Nephrology and dialysis department] Prescribed Glycereb during dialysis and Epogin after 
dialysis was completed, using the ordering system.
[Department of endocrinology and metabolism] Physician ordered a continuous subcutaneous 
infusion of a predetermined number of syringe preparations of Nesp.
[Other department] Wrote "Ropion + normal saline 50mL" on an order on the inpatient order sheet 
and handed over it to the department in question.
[Psychiatric department] Order to administer oral medication (Seroquel) when agitated/
[Other department] Ordered Valtrex (500) 6 tablets, 3 times/day for suspected herpes zoster.

[Other department] Ordered a regimen in which Elplat and levofolinate were to be administered 
concurrently for two hours. →

[Department in question] Wrote 
“administer concurrently with 
levofolinate for two hours” in the 
comments box on the infusion 
prescription for Elplat. At the same 
time, wrote “administer concurrently 
with Elplat for two hours” in the 
comments box on the infusion 
prescription for levofolinate.

[Other department] Noted in the oral medication prescription column that the patient was taking 
Mylan.
[Other department] Patient was taking one Predonine tablet per day unsupervised.
[Other department] Order to continue taking outpatient prescription.
[Other department] Started on Warfarin. In accordance with the hospital's integrated manual, the 
Warfarin order sheet was inserted in front of the gray box.
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Information handed over by the previous clinical 
department or functional division/department

Handover of information within the 
clinical department or functional 
division/department in question

[Diabetes department] Ordered "Humalog (6-4-4) Lantus before sleeping (16)" to manage the 
patient's blood glucose perioperatively.
[Department of ophthalmology] Ordered TS-1 capsules to be administered for 28 days, followed 
by a 14-day drug holiday, for an upper eyelid tumor.
[Department of ophthalmology] Ordered TS-1 capsules to be administered for 28 days, followed 
by a 14-day drug holiday, for an upper eyelid tumor.
[Dermatology department] At the time of examining the patient in the dermatology department, 
ordered Propaderm Cream for a diagnosis of dermatitis and ordered that the Nizoral cream that 
had been applied up to that point be halted.
[Department of internal medicine] Prescribed Alfarol.

[Other department] Handover of information about oral medication. → [Department in question] Continued to 
administer oral medication.

[Department of cardiovascular medicine] Prescribed 6 days' supply of Predonine 5mg 1 tablet 
after breakfast, Bredinin 50mg 2 tablets after breakfast and dinner. →

[Nephrology department]
•  Prescription in order to continue 

the same oral medications as the 
department of cardiovascular 
medicine had prescribed.

2. Prescriptions and orders
[Other department] Issued order to stop oral medication (Amaryl and Medet), and to start glycemic 
control via insulin.
[Endocrinology department] Prescribed Cortril until the previous day, then on the day in question 
wrote an order on the record to "administer a Saxizon injection".
[Department of cardiovascular medicine] Order to halt Normonal and prescription for Amlodin. 
Comments in reply written on the front cover of the record.
[Department of internal medicine] Ordered an increase in the quantity of Thyradin prescribed to 
75μg/day.
[Department of internal medicine] After admission, entered an order on the electronic medical 
record to stop the oral medication Micombi.
[Other department] Prescribed Lasix and Aldactone. Halted once, then dosage changed and re-
prescribed.
[Gynecology department outpatients] Explained to the patient that she should stop taking Plavix 
tablets two weeks ahead of surgery.

[Department of cardiovascular medicine] Order to reduce Warfarin to one tablet. →

[Department in question] Told by 
the nurse that the physician from the 
department of cardiovascular medicine 
had written the order on the order 
sheet.

[Diabetes and metabolism department] Ordered the dosage of Amaryl to be reduced.
[Other department] Drew up the one-page Record of Administration of Oral Medication and 
Drugs for External Use (20mg 8 tablets/day, 5mg 4 tablets/day) and a handwritten record stating 
"20mg 4 tablets, 5mg 2 tablets". Dosage increase since the previous day recorded in the order 
comments section.
[Other department] Order to stop Tanadopa.
[Department of cardiovascular medicine] Order via telephone to reduce the dosage of Amlodipine 
from 5mg to 2.5mg. This order was entered as a temporary order.

3. Oral medications and injection drugs
[Urology department] Prescribed Casodex and Harnal to treat prostate cancer. Handover of oral 
medication when patient was transferred to the thoracic surgery department. → [Department in question] Continued to 

administer oral medication.
[Other department] Two Paxil tablets and two Meilax tablets were placed in a bag for oral medications 
and handed over to the department in question.
[Other department] At handover, it was stated that the patient was using Lugol 1mL/day × 3 times. The 
label on the bottle containing the drug solution stated "1mL per time". Handed over to the department in 
question doses of Lugol for oral use containing solution diluted with water based on an order for 2.7mL/
day 3 times (A) and diluted with water based on an order for 3mL/day 3 times (B).

 

[Department of cardiovascular medicine] A syringe in which Grtpa had been dissolved was handed over 
to the angiography room. An order was given to inject it using a syringe pump over the course of an hour, 
and there was a verbal message that a syringe pump would be brought. Subsequently, a syringe pump 
borrowed from the ME Center was handed over to the nurse in the angio room.

4. Information concerning contraindicated medications
[Hematology department] Information about Flomox being contraindicated was entered in the 
contraindicated drugs column on the patient bulletin board.
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Information handed over by the previous clinical 
department or functional division/department

Handover of information within the 
clinical department or functional 
division/department in question

5. Requests to other departments
[Otolaryngology department] In order to request a prescription for Warfarin, the fact that the Warfarin 
had run out was written on the bulletin board on the electronic medical record and addressed "to the 
treating physician", intended for the department of cardiovascular medicine.
[Nephrology department] Compiled a report adjusting the post-discharge outpatient prescription 
medication.
[Other department] Requested that the department in question prescribe the prescription medication on 
discharge.
[Other department] In the response after the patient had been examined, entered the comment "In terms 
of the order for the administration method for Aleviatin, Aleviatin becomes opaque when administered 
with glucose solution, so it should be administered alone and the same route can be used if it is flushed 
with normal saline before and after".

(c) Factors impeding clinical handover of information
Cases in which clinical handover of information did not take place can be broadly categorized as follows: 
1) cases in which the correct information was not handed over from the previous clinical department or 
functional division/department to the clinical department or functional division/department in question; and 
2) cases in which the correct information was handed over from the previous clinical department or functional 
division/department to the clinical department or functional division/department in question. Category 1) can 
be further classified into (a) cases in which the previous clinical department or functional division/department 
did not hand over information; and (b) cases in which the previous clinical department or functional division/
department handed over incorrect information; category 2) can be further classified into (c) cases in which 
the flow of information within the clinical department or functional division/department in question was 
disrupted; and (d) cases in which the information was misunderstood within the division/department (Fig. III-
2-17). There are limits to the volume of information actually reported, so it is not possible to classify events 
into categories (a) or (b) with the greatest accuracy, but based on the information that has been reported, 
events have been divided into those that were mainly due to the flow of information being disrupted, those that 
were mainly due to the misunderstanding of information, and those in which both are thought to have been 
involved; the number of cases for each type and the reasons for the disruption or misunderstanding are shown 
in Fig. III-2-36 and Fig. III-2-37.

The reasons why the flow of information was disrupted included checks being forgotten as a result of using 
both electronic medical records and paper order sheets; a lack of collaboration between the attending physician 
and the duty physician; multiple orders from multiple departments in relation to agitation; defects in the 
records concerning drugs to be halted temporarily; a lack of knowledge concerning prescription medications; 
forgetting to write or enter orders; forgetting to check orders; entries on the electronic medical record being 
hard to check and orders being written in a different field from that usually used; forgetting to carry out 
handovers or checks at handover; forgetting to bring oral medication; mistakes in the designated position for 
inserting order sheets; and failing to notice orders.

Moreover, the reasons for misunderstandings of information included mistakes in orders concerning the quantity 
of medication to be administered; the handling of admission orders that differ depending on the department; 
different orders issued by multiple clinical departments; a lack of clarity on the part of the department dealing 
with the prescription for Warfarin; confusing display on the electronic medical record; insufficient checks of 
drug dosage; a lack of communication among staff; insufficient checks because staff members were hesitant 
about checking with the physician on a weekend; absence of the attending physician; judgment based solely on 
an incorrect explanation from the patient; confusing notation of administration times; formulation of incorrect 
prescriptions; pick-up of a drug with a similar name; lack of knowledge concerning prescription medications; 
insufficient checks of orders; forgetting to check information about contraindicated drugs on the patient bulletin 
board; forgetting to hand over documents recording orders at the time of handover; orders using confusing 
notation; orders entered incorrectly; and orders in which the start date for administration was unclear.

In these cases, many of the reasons demonstrate that there is scope for improvement in carrying out duties, 
suggesting that the reported medical adverse events were preventable.



2. Individual Theme Review by the Expert Division

III 

- 271 -

Fig. III-2-36 Reasons Why Information Was Not Handed Over (Medical Near-miss Events)
Correct information not handed over 
by the previous clinical department 
or functional division/department to 
the clinical department or functional 

division/department in question

Correct information handed over by the previous clinical 
department or functional division/department to the clinical 
department or functional division/department in question

Total

Information not 
handed over

Incorrect information 
handed over

Mainly due to the flow 
of information being 

disrupted

Mainly due to the 
misunderstanding of 

information

Due to both the flow 
of information being 

disrupted and the 
misunderstanding of 

information
Number of events Number of events Number of events Number of events Number of events

5 4 21 17 0 47

Fig. III-2-37　Reasons Why Information Was Not Handed Over (Medical Near-miss Events)

Division/
department

Information not handed 
over by the previous clinical 

department or functional 
division/department to 
the clinical department 
or functional division/

department in question

 →

Information handed over by the previous clinical 
department or functional division/department to the 

clinical department or functional division/department in 
question

Reason why the information 
was not handed over

Reason why clinical handover 
of information was disrupted

Reason why the information 
was misunderstood

Anesthesiology 
department

→ department of 
ophthalmology

 →
[Department of ophthalmology]
•  Mistake in the quantity when prescribing 

Dormicum.

Nephrology 
and dialysis 
department

→ cardiac surgery 
department

 →

[Nephrology and dialysis department]
•  A physician from the same department 

other than the supervising physician 
performed dialysis.

•  The order issued by the same department 
(nephrology and dialysis department) 
was not checked.

[Cardiac surgery department]
•  Requested that the order from the 

physician in the nephrology and dialysis 
department be written on an order sheet.

•  Order from the nephrology and dialysis 
department entered in the ordering 
system not checked.

Department of 
endocrinology and 

metabolism
→ department in 

question

→
[Department in question]
•  Nurse did not notice the order for Nesp 

when checking the worksheet.

Other department 
(ward/HCU)

→ department in 
question

→
[Department in question]
•  Poor collaboration between the attending 

physician and the duty physician.

Other department
→ department in 

question
→

[Department in question]
•  Handling of admission order sheets 

differed between departments.

Other department
→ department in 

question

[Other department]
•  Order to halt Amlodin. Nurse 

accepted the order but did not deal 
with it.

Information 
not handed 

over

Endocrinology 
department

→ neurosurgery 
department / 

anesthesiology 
department

→

[Anesthesiologist]
•  Order from the endocrinology 

department to administer Cortril until 
the previous day and Saxizon on the day 
of surgery, but on the day of surgery 
issued an order to “take Cortril and 
Thyradin”.

[Neurosurgeon]
•  On the day of surgery, issued order 

to “take Cortril and Thyradin”, in 
accordance with the order from the 
anesthesiologist.
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Division/
department

Information not handed 
over by the previous clinical 

department or functional 
division/department to 
the clinical department 
or functional division/

department in question

 →

Information handed over by the previous clinical 
department or functional division/department to the 

clinical department or functional division/department in 
question

Reason why the information 
was not handed over

Reason why clinical handover 
of information was disrupted

Reason why the information 
was misunderstood

Otolaryngology 
department

→ department of 
cardiovascular 

medicine

→

[Otolaryngology department]
•  Was under the impression that the patient 

would be re-examined by the department 
of cardiovascular medicine before his/
her Warfarin ran out, so Warfarin would 
be prescribed then.

[Cardiologist]
•  No re-examination of the patient in the 

department of cardiovascular medicine 
on the day the Warfarin ran out.

•  Was under the impression that after 
the patient was transferred to the 
otolaryngology department’s ward, 
the otolaryngology department would 
prescribe the Warfarin.

•  Was under the impression that the 
“treating physician” to whom the note 
requesting Warfarin administration 
on the electronic medical record 
bulletin board was addressed referred 
to the physician in the otolaryngology 
department.

Psychiatric 
department

→ dermatology 
department

→

[Dermatology department]
•  There were two orders in the event of 

agitation: (1) a general-purpose order 
from the dermatology department, 
and (2) an order from the psychiatric 
department; only (1) the general-purpose 
order from the dermatology department 
was checked and (2) the order from the 
psychiatric department went unnoticed.

Urology 
department

→ thoracic surgery 
department (heart 

center)

→

[Thoracic surgery department (heart 
center)]
•  Entered the medicines brought in at 

hospitalization - Casodex and Harnal - 
on the nursing worksheet.

•  The system was such that these no longer 
showed up on the nursing worksheet 
after all oral medications, including 
Casodex and Harnal, were halted post-
operatively.

Other department
→ department of 
cardiovascular 

medicine
→

[Department of cardiovascular medicine]
•  Did not notice that Valtrex is a drug 

that undergoes renal excretion, so it is 
necessary to reduce the dose in patients 
with reduced renal function.

Department of 
cardiovascular 

medicine
→ department in 

question

→

[Department of cardiovascular medicine]
•  Did not state on the message slip that 

oral medications were to be halted.
[Department in question]
•  Did not check the comments in reply to 

the physician on the cover of the record.
•  Check of the order was delayed because 

the reply was late on the day of referral.
Nephrology 
department

→ department in 
question

→
[Department in question]
•  Did not notice the report.
•  A month passed after discharge.

Department of 
internal medicine
→ department in 

question
→

[Department in question]
•  When prescribing Sutent, the physician 

had in mind the department of internal 
medicine’s order to “change the quantity 
of Thyradin prescribed to 75μg/day”; 
accordingly, s/he prescribed 75μg/day of 
Sutent, but did not increase the dosage 
of Thyradin.
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Division/
department

Information not handed 
over by the previous clinical 

department or functional 
division/department to 
the clinical department 
or functional division/

department in question

 →

Information handed over by the previous clinical 
department or functional division/department to the 

clinical department or functional division/department in 
question

Reason why the information 
was not handed over

Reason why clinical handover 
of information was disrupted

Reason why the information 
was misunderstood

Department of 
internal medicine 

→ surgical 
department

→

[Surgical department]
•  The drug identification report on the 

electronic medical record was only 
current to the time of admission and 
information such as drugs stopped or 
changed since admission had not been 
added to it.

•  It was difficult for physicians in other 
departments to check the amended order 
on the electronic medical record.

•  The patient did not receive an 
explanation of the oral medication to 
be taken on the morning of surgery in 
which s/he was shown the actual drug 
to be taken.

Other department
→ department in 

question
→

[Department in question]
•  After the patient was transferred, when 

the order to stop the other drug was 
forthcoming, the previous order to 
temporarily halt Lasix and Aldactone, 
after which the dosage was changed and 
the drugs were resumed, was displayed; 
seeing Lasix and Aldactone listed in 
the drugs to be stopped field, the staff 
member in question thought that all of 
the drugs were to be stopped and dealt 
with the order accordingly.

•  Did not notice that the dosages of Lasix 
and Aldactone displayed when the order 
to stop the other drug was issued differed 
from the current dosages.

•  There was no drug bag for the Lasix or 
Aldactone.

•  Communication among staff was 
inadequate.

•  Staff members on duty were hesitant 
to check with the physician, as it was a 
weekend.

Other department
→ department in 

question
→

[Department in question]
•  Unable to check with the attending 

physician in the other department, as s/
he was absent.

•  Staff members were unaware that 
the drug was required at the time of 
discharge (did not understand the 
intention of the other department’s 
prescription).

•  Believed the incorrect explanation from 
the patient, who said, “I don’t take this 
medicine, so I don’t need it.”

Gynecology 
department

→ department in 
question

→

[Gynecology department outpatients]
•  The patient was told that Plavix was a 

blood pressure drug.
[Patient]
•  Plavix had not been halted, but the 

patient had been told by her local doctor 
that it was probably fine, and did not 
contact the hospital and department in 
question.

Other department
→ department in 

question

[Other department]
•  On the order sheet was the order 

“Stop taking drugs from the other 
medical institution, continue new 
prescription from this hospital”.

•  At handover, it was stated 
that the patient was to stop all 
oral medication that had been 
prescribed.

Handover 
of incorrect 
information

Other department
→ department in 

question
→

[Department in question]
•  The statement in the comments section 

for both Elplat and levofolinate that they 
were “to be administered concurrently 
for two hours” was interpreted 
as meaning that both should be 
administered over a two-hour period. 
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Division/
department

Information not handed 
over by the previous clinical 

department or functional 
division/department to 
the clinical department 
or functional division/

department in question

 →

Information handed over by the previous clinical 
department or functional division/department to the 

clinical department or functional division/department in 
question

Reason why the information 
was not handed over

Reason why clinical handover 
of information was disrupted

Reason why the information 
was misunderstood

Other department
→ department in 

question
→

[Department in question]
•  The nurse did not notice the comment by 

the prescribing physician from the other 
department.

Other department
→ department in 

question
→

[Other department]
•  Did not enter Paxil and Meilax on the 

prescription or the PDA. Did not enter 
information about Paxil or Meilax on the 
record either.

Other department
→ department in 

question
→

[Other department]
•  No handover about taking Mylan when 

the patient was transferred.
[Department in question]
•  Did not check the oral medication 

prescription after transfer.

Other department
→ department in 

question
→

[Department in question]
•  Predonine 3 tablets/day mistakenly 

entered on the prescription originally 
issued by the department in question.

•  Predonine 1 tablet was written on the 
medication handbook, but this was not 
used effectively.

[Other department]
•  Did not amend the medicines brought 

in at hospitalization prescription from 
the department in question, but actually 
distributed a week’s supply of Predonine 
based on a dosage of 1 tablet/day.

•  At the time of transfer, the patient was 
managing his/her drugs unsupervised, so 
the content was not checked.

•  There is a possibility that the drugs 
were not checked against the medicines 
brought in at hospitalization prescription 
when they were distributed.

•  The empty bag was either not collected 
after the drugs were taken, or it was 
collected but not noticed.

Department of 
cardiovascular 

medicine
→ department in 

question

→

[Department of cardiovascular medicine]
•  Wrote an order for the dosage to be 

reduced on a page that was not the 
newest page in the order sheet.

[Patient]
•  Told the nurse that the physician had not 

changed the drug.
[Department in question]
•  Checked that there was no order on the 

computer.
•  Checked that no order had been written 

among the notes on Form No.2 (the form 
for physicians’ notes) in the record.

•  Checked only the newest page in the 
order sheet and thought that there was 
no order.

•  Also checked with the patient that there 
was no change in the drugs.

Other department
→ department in 

question
→

[Department in question]
•  Did not notice the drugs administered by 

the other department because the patient 
had not brought them with him/her.

[Patient]
•  Did not bring the prescription medication 

from the other department.

Other department
→ department in 

question

[Other department]
•  At transfer, the patient’s 

Omeprazon was not physically 
handed over, nor was any 
information provided about it at 
handover.

Information 
not handed 

over

Other department
→ department in 

question

[Other department]
•  The physician from the other 

department did not inform the 
nurse of the order.

Information 
not handed 

over
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Division/
department

Information not handed 
over by the previous clinical 

department or functional 
division/department to 
the clinical department 
or functional division/

department in question

 →

Information handed over by the previous clinical 
department or functional division/department to the 

clinical department or functional division/department in 
question

Reason why the information 
was not handed over

Reason why clinical handover 
of information was disrupted

Reason why the information 
was misunderstood

Diabetes and 
metabolism 
department

→ department in 
question

→

[Department in question]
•  Overlooked the order to reduce the 

dosage of Amaryl.
•  Neglected to carry out double-check.
•  Checks had become less rigorous 

because the patient’s oral medication 
had not run out while admitted to the 
department in question.

•  It was a day when there were many 
prescriptions for oral medication for 
other patients.

Department of 
cardiovascular 

medicine
→ department in 

question

[Department of cardiovascular 
medicine]
•  The part-time outpatient physician 

ordered duplicate prescriptions 
of Warfarin, which each had 
different instructions (prescription 
1: Warfarin 1mg 1 tablet 1 time/
day <after breakfast> for three 
days; prescription 2: Warfarin 
1mg 3 tablets 1 time/day <after 
breakfast> for five days).

Handover 
of incorrect 
information

Other department
→ department in 

question
→

[Department in question]
•  On the ward in the department in 

question, order sheets with orders for 
Warfarin were inserted in the oral 
medication box to ensure they were 
not forgotten, so staff members did not 
notice that there was a Warfarin order 
sheet when the patient was transferred.

Other department
→ department in 

question

[Other department]
•  No handover of medicines brought 

in at hospitalization. •  The patient 
was given 
custody 
of the 
internally-
prescribed 
oral 
medication 
when 
transferred.

Information 
not handed 

over

Other department
→ department in 

question

[Other department]
•  The patient should have taken 

six packets of Daikenchuto 
(a traditional Japanese herbal 
medicine) per day (two packets per 
dose), but three packets for the day 
were set out and handed over.

Handover 
of incorrect 
information

Diabetes 
department

→ Dental and 
oral surgery 
department

→

[Dental and oral surgery department]
•  The physician from the dental and oral 

surgery department misunderstood the 
order from the diabetes department as 
being “Humalog Mix 50 (6-4-4) Lantus 
before sleeping (16)”.

•  The patient had self-injected Humalog 
Mix 50 before admission.

•  The physician from the diabetes 
department did not write down the 
pharmaceutical name accurately, and 
should have written “Humalog Miriopen 
300 units/3mL Lantus injection 
SoloSTAR 300 units/3mL”.
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Division/
department

Information not handed 
over by the previous clinical 

department or functional 
division/department to 
the clinical department 
or functional division/

department in question

 →

Information handed over by the previous clinical 
department or functional division/department to the 

clinical department or functional division/department in 
question

Reason why the information 
was not handed over

Reason why clinical handover 
of information was disrupted

Reason why the information 
was misunderstood

Department of 
ophthalmology
→ orthopedic 
department

→

[Orthopedic department]
•  Did not know that TS-1 required a drug 

holiday.
•  Did not seek an order from the 

treating physician in the department of 
ophthalmology when the oral medication 
was about to run out.

•  “Prescribed by the department of 
ophthalmology at this hospital” not 
written on the Medicines Brought in at 
Hospitalization Identification Report.

[Patient]
•  The patient was elderly and did not 

understand how to take the oral 
medication.

Dermatology 
department

→ department of 
geriatrics

→

[Department of geriatrics]
•  Records for the site to which the 

medication was to be applied not 
checked at the time of the examination in 
the dermatology department.

•  Lack of knowledge concerning the 
effects of Nizoral ointment and 
Propaderm Cream.

Hematology 
department
→ urology 
department

→
[Urology department]
•  Contraindicated drugs field on the 

patient bulletin board not checked.
•  The outpatients section was crowded.

Other department
→ department in 

question
→

[Other department]
•  Provision of patient information 

inadequate.
[Department in question]
•  There was no narcotics administration 

slip for the previous day and the 
prescription could not be found either.

•  Did not look at past order comments.

Other department
→ department in 

question
→

[Department in question]
•  Did not check the amount of drugs 

remaining at the time of transfer, nor the 
date until which the prescription ran.

Other department
→ department in 

question

[Other department]
•  An increase in the dosage of 

Aspara Potassium for oral 
administration was ordered 
and recorded in the drug 
administration ledger. This was 
not checked at handover.

Information 
not handed 

over

Other department
→ department in 

question
→

[Department in question]
•  Order sheet stated that the daily amount 

was 3.6mL, but this was misread as 
3.0mL.

•  Drug solution bottles were similar.
•  Did not check at handover regarding 

the fact that the administration was not 
consistent with the scale on the bottle.

Other department
→ department in 

question
→

[Department in question]
•  There was an order to stop the drug from 

a week before transfer, but this was not 
seen.

Department of 
internal medicine

→ orthopedic 
department

→
[Orthopedic department]
•  Did not check the prescription from the 

department of internal medicine.
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Division/
department

Information not handed 
over by the previous clinical 

department or functional 
division/department to 
the clinical department 
or functional division/

department in question

 →

Information handed over by the previous clinical 
department or functional division/department to the 

clinical department or functional division/department in 
question

Reason why the information 
was not handed over

Reason why clinical handover 
of information was disrupted

Reason why the information 
was misunderstood

Department of 
cardiovascular 

medicine
→ orthopedic 
department

→

[Department of cardiovascular medicine]
•  Entered an order to reduce the dosage of 

Amlodipine in the temporary order field, 
but entered “evening dose” incorrectly as 
“morning dose”.

[Orthopedic department]
•  Assumed that the order to take 

Amlodipine after breakfast after the 
dosage was reduced meant “stop giving 
the morning dose of antihypertensive”.

•  Set out the oral medication without 
amendment of the temporary order from 
the physician and reduced the dosage of 
Diovan instead of reducing the dosage 
of Amlodin.

•  A nurse on a long day shift administered 
the evening dose of Amlodipine, which 
had not been stopped.

•  Nurse’s order for the drug that had been 
stopped not deleted.

•  The nurse on the evening shift the 
following day also did not notice the note 
“Stop Amlodipine” on the worksheet.

Radiology 
department

→ department in 
question

[Radiology department]
•  Alloid G, which was to be 

prescribed for a different patient 
with esophagitis, was mistakenly 
prescribed for the patient in 
question.

Handover 
of incorrect 
information

Department of 
cardiovascular 

medicine
→ nephrology 

department

→

[Nephrology department]
•  Prescribed the same amount of the 

aforementioned oral medication, which 
was due to start from the last day of the 
prescription from the cardiologist, so one 
day’s dose was duplicated.

•  Unable to reach the prescribing physician 
as s/he was out of the hospital.

Department of 
cardiovascular 

medicine
→ angiography 

room

→
[Angiography room]
•  Did not check the usage method for 

Grtpa.

(d) Reasons why the event did not lead to a medical adverse event
Medical near-miss events are events in which, for some reason, there was no effect on the patient or only a 
slight effect, so the reasons for this are useful in considering measures to prevent recurrence. Accordingly, the 
reasons why these medical near-miss events did not turn into medical adverse events was analyzed, based on 
their content, background and causal factors.

As a result, it was found that many of the cases reported were confined to medical near-miss events because 
the mistake was noticed before the drug was administered to the patient, or were cases in which there was 
only a slight effect on the patient, and there was also a case in which it was noticed that the drug had not been 
administered.

The reasons for noticing mistakes before administering drugs included (1) noticing because of drug checks 
or checking the situation in regard to taking the drugs; (2) noticing because of checks when providing drug 
administration guidance; (3) being noticed by a physician in another department; and (4) noticing because of 
information provided by the patient. The reasons for noticing mistakes after administering drugs included (1) 
noticing because of drug checks or checking the situation in regard to taking the drugs; (2) being noticed by 
a physician in another department; (3) noticing when checking the order with the physician; and (4) noticing 
because the patient developed symptoms. The reason why the drug was not administered was that a check 
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concerning drug administration was carried out during treatment after the order was issued.

These suggest that such actions as checking the content and amount of drugs in the normal course of duties 
and understanding the operational processes involved in the delivery of drugs are vital in preventing medical 
adverse events. Fig. III-2-38 provides a summary of the reasons why mistakes were noticed before or after 
administering drugs, or before the order was acted upon.

Fig. III-2-38 Reasons Why Mistake was Noticed (Medical Near-miss Events)

1. Reasons why mistake was noticed before administering drug

1) Drug checks and checks of the situation in regard to taking the drugs
•  Noticed by the nurse when checking the oral medication.
•  Noticed during a check, when it was noticed that the quantity of medication was less than it should be.
•  Noticed because crystals formed within the infusion route.
•  Noticed when checking on the administration of an injection drug.
•  Noticed when a nurse, who was not the one who administered the drug, checked the electronic medical record.
•  Noticed because it was noticed that an appropriate record had not been created.
•  Noticed when re-checking the usage.
2)  Checks when providing drug administration guidance
Noticed by the pharmacist when providing drug administration guidance.
3) Checks by another department
Noticed by a physician in another department when examining the patient in that other department.
4) Information provided by the patient
Noticed as a result of information from the patient.

2. Reasons why mistake was noticed after administering drug

1) Drug checks and checks of the situation in regard to taking the drugs
•  Noticed because it was noticed that there was insufficient oral medication.
•  Noticed because it was noticed that there was oral medication left over.
•  Noticed because a difference in the external appearance of the oral medication was noticed.
•  Noticed when carrying out a check because the order sheet had not been signed.
2) Checks by another department
•  Noticed when pointed out by the other department to which the patient had been transferred.
3) Checks of the order
•  Noticed when checking the order with the physician.
4) Emergence of symptoms
•  Noticed due to the fact that the patient developed such symptoms as hypotension and hyperglycemia.

3. Reasons why mistake was noticed before the order was acted upon

1) Checks when examining the patient after the order was issued
•  When examining the patient after the order was issued, the physician from the department of cardiovascular medicine noticed that the Grtpa 

had not been given.

(e) Improvement measures
The reported proposals for improvements are summarized below. Improvement measures listed multiple times 
in this section are indicated by the note “(stated again)”.

i) Checks when prescribing
○   When prescribing, properly checking the 5Rs, such as the name of the patient for whom the drugs are 

being prescribed, and type and quantity of prescription medication.

ii) Establishment of rules for issuing orders
○  Standardizing the way of issuing drug orders, such as how many mg or how many mL.
○  Physicians in the department of endocrinology and metabolism have been requested in future to use 

orders for dispensed injections, rather than orders for a predetermined number of syringe preparations.
○  Encouraging physicians to tell the nurses when they have issued an order.
○  When issuing temporary orders, issuing an order sheet and handing it to the nurse.
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iii) Checks of orders and methods of accepting orders
○  Looking at the worksheet when there is an order from another department.
○  Ensuring thorough adherence to the process of having the previous day’s staff members and the current 

day’s staff members check the worksheet.
○  Contacting the other ward in regard to orders received but not dealt with, and requesting that they 

consider the matter.
○  In the event that another department is involved in changes to oral medication, re-checking the details 

entered on the record by the physician from the other department and conveying these to the attending 
physician. If necessary, after checking with the attending physician, checking directly with the physician 
who changed the oral medication.

○  In relation to general-purpose orders in the event of agitation, having the lead nurse check thoroughly 
when accepting the order that there are no orders other than the general-purpose order. In addition, in 
the event that other nurses on the team discover an identical order in the course of their everyday duties, 
reporting this to the lead nurse so that the unnecessary general-purpose order can be deleted.

○  Creating rules concerning the halting or alteration of drug identification reports once compiled. Checking 
the actual drugs promptly after accepting the order and providing the patient with explanations and 
guidance that will enable him/her to understand this information adequately.

○  Checking whether the halted order and the drug bag match.
○  Thoroughly checking the order sheet once more with one’s own eyes, even if there has been a handover 

about the content of the order when transferring the patient.
○  Checking drugs brought with the patient when being transferred between departments against the 

medication handbook or other document, even after details have been entered, as such entries about 
medicines brought in at hospitalization can contain mistakes. When preparing medicines brought in 
at hospitalization, distributing them to the patient only after carrying out a double-check. Providing 
guidance to patients self-managing their medications, to help them to take greater care about managing 
the dosage.

○  In one’s own department, the method of accepting orders is standardized, but methods can differ even 
between teams, so it is necessary to standardize the method of accepting orders, not on a departmental 
basis, but throughout the hospital as a whole.

○  It is necessary to ensure that the process for the acceptance of orders is reliable, based on the assumption 
that there might be mixed orders (for example, checking whether there are any notes of orders on the 
previous page of the record).

○  Conducting checks using the medication handbook, as there are cases in which oral medications cannot 
be brought with the patient during transfers between departments.

○  Checking the oral medications on the electronic medical record and confirming whether there are 
any prescriptions other than those from the hospital in question. Adding a medicines brought in at 
hospitalization field to the body temperature chart and ensuring that staff members do not forget to sign 
it when the patient is given those drugs.

○  Ensuring proper acceptance of orders in accordance with the process detailed in the manual.
○  Reconfirming the double-check method used for the purpose of medical safety, and conducting 

simulations in which all staff members participate.
○  Using a marker to underline any prescriptions that differ from usual.
○  In relation to prescriptions running out at the time of ward transfers and forgetting to prescribe drugs, 

(1) incorporating a check of the content and remaining amount of current prescription drugs using the 
checklist at the time of transfer, as well as a check of the date until which the prescription runs. (2) 
Determining the day on which prescriptions that are running out are to be checked, as well as deciding 
who shall do this and at what time. → The day shift team leader shall check the drugs while also 
reviewing the order on the net, and shall make a note on the physician’s order sheet of any prescriptions 
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due to run out in two days’ time, so that an additional prescription can be issued. (3) Ensuring thorough 
adherence to the process of using the order status screen to check drugs when setting out regular drugs, 
temporary drugs and medicines brought in at hospitalization, in order to ensure that prescriptions do 
not run out.

○  Checking the date on which patients are to start taking their prescriptions and ensuring the start date 
and subsequent dates on which the drug is to be taken are recorded correctly on the schedule on the 
record sheet used for checking that drugs have been taken..

○  When a patient is being transferred, looking at the order sheet with the nurse from the ward from which 
the patient is being transferred and checking the oral medications in accordance with the 5Rs. Moreover, 
in doing so, if there are two drug solutions, checking them against the prescription medication and the 
prescription docket.

○  Ensuring thorough adherence to the process of amending nursing orders, in the event that any drugs 
have been stopped. When withdrawing drugs that have been stopped, carrying out this process while 
checking the prescription docket, the order and the drug itself.

○  Double-checking with another staff member if there are any changes in oral medication.
○  Carrying out orders with an understanding of the patient’s clinical condition and the necessity of the 

treatment and drugs that they are receiving. Checking any orders that are unclear, rather than just 
leaving them as they are.

iv) Checks of drugs
○  Ensuring that the prescription docket is looked at without fail when distributing drugs.
○  Using the prescription docket to check when setting out drugs to be distributed. Moreover, creating a 

prescription docket if this has not already been done.
○  Creating rules concerning the halting or alteration of drug identification reports once compiled. Checking 

the actual drugs promptly after accepting the order and providing the patient with explanations and 
guidance that will enable him/her to understand this information adequately. (Stated again)

○  Checking the record (such as replies following examinations in other departments) and checking 
whether it is difficult to comprehend the intention behind the prescription of any of the drugs that have 
been prescribed. If the purpose is still unclear after checking the record, checking with the attending 
physician, other staff members, and/or the patient.

○  Ensuring that oral medication is handled only after having properly understood the content and effect 
of the drugs.

○  At the time of transfer between wards, even if the oral medications have already been set out for 
administration after the transfer, ensuring that they are checked again with reference to the prescription 
docket.

○  When a patient is being transferred, looking at the order sheet with the nurse from the ward from which 
the patient is being transferred and checking the oral medications in accordance with the 5Rs. Moreover, 
in doing so, if there are two drug solutions, checking them against the prescription medication and the 
prescription docket. (Stated again)

○  Ensuring thorough adherence to the process of amending nursing orders, in the event that any drugs 
have been stopped. When withdrawing drugs that have been stopped, carrying out this process while 
checking the prescription docket, the order and the drug itself. (Stated again)

v) Handling of documents concerning orders
○  Endeavoring to standardize the rules for the use of admission orders.
○  Ensuring that responses from physicians in other departments following examination in another 

department are checked without fail. Conducting proper, to-the-point checks of information provided 
by the outpatient section. Ensuring that day shift staff take responsibility for checking responses from 
the other department on the same day that the patient was examined. Checking with the outpatient 
section if the response is delayed.
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○  Ensuring that physicians communicate with each other directly about documents for requesting 
changes to the content of prescriptions after discharge that have been drawn up by a physician in 
another department. 

○  Creating rules concerning the halting or alteration of drug identification reports once compiled. Checking 
the actual drugs promptly after accepting the order and providing the patient with explanations and 
guidance that will enable him/her to understand this information adequately. (Stated again)

vi) Checks of information about contraindicated medications
○  Checking the column/field concerning contraindicated drugs, without fail. Adding notes to this column/

field if there are any problems. It might also be effective to use a system that prevents a drug being 
prescribed if it has been registered as a contraindicated drug.

vii) Drug administration and distribution methods
○  Ensuring that the prescription docket is looked at without fail when distributing drugs. (Stated again)
○  Using the prescription docket to check when setting out drugs to be distributed. Moreover, creating a 

prescription docket if this has not already been done. (Stated again)
○  Having nurses manage the patient’s oral medication in the case of specific events, such as surgery or 

examinations, even if the patient normally self-manages his/her drugs; alternatively, striving to ensure 
that nurses gain a precise understanding of the situation in regard to the patient taking those drugs.

viii) Checks of individual drugs
A) Checks concerning pre-operative halting of anticoagulants

○  Having family members present when explaining the plans to halt anticoagulants before surgery. 
Checking whether they have understood properly.

B) Checks concerning antineoplastics
○  Staff have been alerted about the manual for preventing repeated drug errors and the items to be 

checked in the records made when administering chemotherapy. Staff have been alerted again, as there 
are occasions when anticancer drugs are administered on the basis of regimens for other departments, 
with which they are unfamiliar.

○  Gathering sufficient information from the patient’s family at the time of admission, concerning the 
methods used when taking anticancer drugs. In the event that the patient has run out of oral medication, 
having the physician in the department that prescribed it issue an order, if it is an anticancer drug 
prescribed at the hospital in question.

C) Insulin preparations
○  Educating staff in the department in question and on the ward (physicians in the dental and oral 

surgery department and ward nurses) about the types and brand names of insulin preparations. 
Ensuring widespread awareness of this case (wrong pick-up of drug involving Humalog and Humalog 
Mix 50) within the hospital. If possible, constructing a system that enables the physician in the diabetes 
department to issue an order directly.

ix) Communication and collaboration among staff members
○  Ensuring collaboration between the attending physician and the duty physician.
○  Ensuring that physicians communicate with each other directly about documents for requesting 

changes to the content of prescriptions after discharge that have been drawn up by a physician in 
another department. (Stated again)

x) Improved treatment information systems
○  The manufacturer of the IT system has been asked to make improvements in regard to the fact that 

if the same prescription medications are halted separately, the order on the electronic medical record 
screen is overwritten.

○  It is necessary to ensure that the latest physician orders that have been written are displayed in an 
easily-comprehensible manner.
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○  In relation to drugs that are the same or have the same efficacy, it would seem to be necessary to 
implement measures via the IT system, such as a method of displaying a warning when issuing a 
prescription, in the event that a previous prescription exists.

xi) Enhanced staffing
○  Increasing the time during which pharmacists are present on the ward (the pharmacist in question 

covered two wards concurrently for half a day).

xii) Patient guidance and cooperation sought from patients
○  Providing guidance to patients self-managing their medications, to help them to take greater care about 

managing the dosage. (Stated again)

(9) Medical Adverse Events and Medical Safety Information Related to Clinical 
Handover Between Facilities, etc. of Information Concerning Drugs

The cases introduced here include some cases in which the reports have led directly to our compiling and 
issuing a Medical Safety Information bulletin as part of this project, while others are related to other Medical 
Safety Information bulletins.

For example, Case No.1 (p.181) “Event in which a drug was dispensed based on a misunderstanding between 
the active ingredient dosage and the product volume written on the prescription in the referral letter from the 
previous physician” and Case No.5 (p.184) “Event involving a misunderstanding between the product volume 
and the active ingredient dosage on the prescription” in Fig. III-2-3 are related to Medical Safety Information 
No.18 and No.41 “Drug administered at a wrong dose level due to discrepancy in interpretation of prescription 
(1st and 2nd Follow-up Reports)”; Case No.2 (p.181) “Event in which a drug was dispensed based on a 
misunderstanding between the active ingredient dosage and the product volume written on the prescription 
in the referral letter from the previous physician”, Case No.7 (p.185), No.8 (p.185), No.13 (p.188), and No.14 
(p.188) in Fig. III-2-3, and Case No.1 (p.233) and No.7 (p.236) “Event in which drug allergy information was 
not handed over” in Fig. III-2-20 are related to Medical Safety Information No.30 “Administration of allergic 
drug to patient with previous known allergy history”; Case No.9 (p.186) “Mistake in the usage and dosage of a 
drug at the time of prescription” in Fig. III-2-3 is related to Medical Safety Information No.2 and No.45 “Bone 
marrow suppression due to antirheumatic (Methotrexate) overdose (1st and 2nd Follow-up Reports)”; Case 
No.12 (p.187) “Event in which a drug was administered via a peripheral vein at a concentration suitable only for 
administration via a central vein” in Fig. III-2-3 is related to Medical Safety Information No.33 “Extravascular 
leakage of gabexate mesilate”; Case No.17 (p.205) “Event in which a mistake in the specification occurred 
because the specification was not noted when compiling the List of Medicines Brought in at Hospitalization” 
in Fig. III-2-8 is related to Medical Safety Information No.39 “Insufficient confirmation of medicines brought 
in at hospitalization”; Case No.18 (p.205) “Event involving an examination performed without noticing that the 
patient was taking anticoagulants, which s/he had not been taking when the appointment was made five months 
earlier” in Fig. III-2-8 and Case No.3 (p.234) “Event involving insufficient checking of the blood coagulability 
of a patient being administered Warfarin” in Fig. III-2-20 are related to Medical Safety Information No.51 
“Insufficient knowledge of the administration status for warfarin potassium and blood coagulability”; Case 
No.6 (p.217) “Event in which a change in prescription during admission was not communicated to the 
outpatients section” in Fig. III-2-14 is related to Medical Safety Information No.20 “Failure to hand over an 
alteration of instruction”; and Case No.6 (p.235) “Event related to a Methotrexate preparation” in Fig. III-2-
20 is related to Medical Safety Information No.2 and No.45 “Bone marrow suppression due to antirheumatic 
(Methotrexate) overdose (1st and 2nd Follow-up Reports)”.

(10) Conclusion
The 25th Quarterly Report provided a broad overview of medical adverse events related to clinical handover 
between facilities, etc. of information concerning drugs. These included cases involving inaccurate 
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documentation, unclear communication, and inconsistent changes in orders. In addition, the occurrence of 
medical near-miss events that did not result in a medical adverse event has also been reported.

Moreover, in the 25th Quarterly Report, the reported medical adverse events related to clinical handover 
between facilities, etc. of information concerning drugs were analyzed, with the content of the information and 
the medium used for handover in medical adverse events and medical near-miss events being presented, along 
with details of specific medical adverse events, thereby providing a broad overview of cases of medical adverse 
events related to clinical handover between facilities, etc. of information concerning drugs.

The 26th Quarterly Report provided a broad overview of those events related to clinical handover between 
facilities, etc. of information concerning drugs that involved medical adverse events related to clinical 
handover of information between facilities, such as another medical institution and the facility in question. 
These included cases involving failure to issue a treatment information form, forgetting to hand over allergy 
information, misunderstandings between the active ingredient dosage and the product volume, and judgments 
concerning the content of powdered medication brought in by the patient that were based solely on the patient’s 
opinion. In addition, the occurrence of medical near-miss events that did not result in a medical adverse event 
was also reported.

As shown in the 26th Quarterly Report, it is important to develop a shared awareness within medical facilities 
of the media used for clinical handover of information between other hospitals and the facility in question 
and the risks thereof, as well as being aware of the risks of clinical handover of information being disrupted 
or information misunderstood within the facility in question; moreover, it is vital to strive to prevent the 
occurrence of medical adverse events, using the reported improvement measures as a point of reference.

The 27th Quarterly Report analyzed those events related to clinical handover between facilities, etc. of 
information concerning drugs that involved medical adverse events related to clinical handover of information 
between divisions or departments, such as the outpatient section and the ward. These included cases involving 
information that the previous division/department forgot to hand over, clinical handover of incorrect 
information, and information being handed over by a division/department but subsequently being disrupted 
or misunderstood. In addition, there were also reports of medical near-miss events that did not develop into 
medical adverse events, so the reasons why the mistake was noticed and a medical adverse event avoided were 
analyzed.

Moreover, as shown in the 27th Quarterly Report, it is important to develop a shared awareness within medical 
facilities of the media used for clinical handover of information between divisions or departments and the risks 
thereof, as well as being aware of the risks of clinical handover of information being disrupted or information 
misunderstood within the facility in question. In addition, it is vital to strive to prevent the occurrence of 
medical adverse events, using the reported improvement measures as a point of reference.

The 28th Quarterly Report analyzed those events related to clinical handover between facilities, etc. of 
information concerning drugs that involved medical adverse events related to clinical handover of information 
between clinical departments, or between a clinical department and a functional division/department. These 
included cases involving information that the previous clinical department forgot to hand over, clinical 
handover of incorrect information, and information being handed over but subsequently being disrupted or 
misunderstood. In addition, there were also reports of medical near-miss events that did not develop into 
medical adverse events, so the reasons why the mistake was noticed and a medical adverse event avoided were 
analyzed.

Moreover, as shown in the reports presented in the 25th to 28th Quarterly Reports, it is important to develop 
a shared awareness within medical facilities of the media used for clinical handover of information between 
facilities, between divisions or departments, and between clinical departments, etc. and the risks thereof, as well 
as being aware of the risks of clinical handover of information being disrupted or information misunderstood 
within the facility in question. In addition, it is vital to strive to prevent the occurrence of medical adverse 
events, using the reported improvement measures as a point of reference.
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[2] Medical Adverse Events Related to Meals
(1) The Current Status of Medical Adverse Events Related to Meals

(a) Occurrence status
Between July 2010 and June 2011, “Events where, as a result of a meal-related error, the patient required minor 
treatment or the required examination or treatment was postponed or canceled (Note: excludes tube feeding)” 
were taken up as a medical near-miss information theme, with information about such events being gathered.

The 23rd Quarterly Report provided an outline of medical adverse events related to meals, while the 24th 
Quarterly Report analyzed medical adverse events involving provision or ingestion other than as ordered; these 
details were published on pp.222-237 of the 2010 Annual Report. This Annual Report provides a summary of 
the events involving provision or ingestion of an allergen and events involving aspiration, which were analyzed 
in the 25th and 26th Quarterly Reports, respectively.

(b) Details of medical adverse events related to meals
The categories of medical adverse events related to meals include provision or ingestion other than as ordered, 
aspiration, swallowing a foreign object, and meals not being provided; the 222 medical adverse events related 
to meals that were reported during the collection period for the 26th Quarterly Report have been classified 
according to their content, with the number of occurrences being tabulated (Fig. III-2-39). The main cases in 
each category were published in the 23rd Quarterly Report (23rd Quarterly Report, pp.96-97, Fig. III-2-16).

Fig. III-2-39 Details of Medical Adverse Events Related to Meals
Details Number of events

Provision or ingestion other than as ordered 13
Provision or ingestion of an allergen 11
Contamination with a foreign substance 1
Swallowing a foreign object 6
Not provided 2
Aspiration 186
Others 3
Total 222

Duties related to meals involve duties at various stages until the patient consumes the meal, including cooking 
the food based on the meal plan and serving it. The content of each operational process and the sequence of 
processes is not necessarily the same at each medical institution, but they have been summarized as a chart 
after classification based on “An Example of a Process Flow Related to Meals and Common Errors”, which was 
presented in the 2010 Annual Report (2010 Annual Report, p.223, Fig. III-2-24) (Fig. III-2-40).
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Figure III-2-40 Classification of Medical Adverse Events Based on the Example of a Process Flow 
Related to Meals and Common Errors

Process Classification of common 
errors

Details of event

Total
Provision 

or ingestion 
other than 
as ordered

Provision or 
ingestion of 
an allergen

Contamination 
with a foreign 

substance

Swallowing 
a foreign 

object
Not 

provided Aspiration Other

Meal plan Unplanned 0 0 0 1 0 5 0 6
Lack of evaluation 0 0 0 0 0 82 0 82

Dietary order

No order 0 0 0 0 0 0 0 0
Mistake in the content of the 
dietary order 1 1 0 0 0 1 0 3
Mistake in the communication 
of the dietary order 0 0 0 0 0 0 0 0

Input No data input 1 1 0 0 0 0 0 2
Input error 2 0 0 0 0 0 0 2

Dietary order 
received

Dietary order not checked 0 0 0 0 0 0 0 0
Inadequate check of dietary 
order 1 0 0 0 0 0 0 1

System error 1 1 0 0 1 0 0 3

Explanation 
to patient

No explanation 1 0 0 0 0 0 0 1
Inadequate explanation 0 0 0 0 0 6 0 6
Lack of understanding by the 
patient 1 0 0 0 0 7 0 8

Counting 
/ creation 
of meal 
information 
cards

Meal information card not 
created 0 0 0 0 0 0 0 0
Mistake in information on meal 
information card 0 0 0 0 0 0 0 0
Mistake in counting the number 
of meals 0 0 0 0 0 0 0 0

Cooking 
order

No order 0 1 0 0 0 0 0 1
Mistake in the content of the 
cooking order 0 0 0 0 0 0 0 0
Mistake in the communication 
of the cooking order 0 0 0 0 0 0 0 0

Cooking 
order 
received

Cooking order not checked 0 1 0 0 0 0 0 1
Inadequate check of cooking 
order 0 1 0 0 0 0 0 1

Cooking

Mistake in the selection of 
ingredients 0 4 0 0 0 5 1 10

Mistake in the style of food 0 0 0 0 0 18 0 18
Mistake in the quantity 
provided 1 0 0 0 0 0 0 1
Mistake in the content of 
special foods 0 0 0 0 0 0 0 0
Contamination with a foreign 
substance 0 0 1 0 0 0 0 1

Serving
Mistake in placement of meal 1 0 0 0 0 0 0 1
Misidentification of meal 
information card 0 0 0 0 0 0 0 0

Served

Not served 0 0 0 0 1 0 0 1
Served late 0 0 0 0 0 0 0 0
Mistake concerning the patient 0 1 0 0 0 0 0 1
Mistaken serving of meal when 
patient was to have his/her 
meal postponed or skipped

1 0 0 0 0 0 0 1

Ingestion

Inadequate observation / 
judgment 0 0 0 5 0 34 0 39
Inadequate sharing of 
information 2 0 0 0 0 12 1 15
Ingestion based on the 
patient’s own judgment 0 0 0 0 0 9 0 9

Clearing 
trays away

Meal not collected 0 0 0 0 0 0 0 0
Meal information card not 
collected 0 0 0 0 0 0 0 0

Unknown 0 0 0 0 0 7 1 8
Total 13 11 1 6 2 186 3 222

(c)  Medical adverse events involving provision or ingestion of an allergen related to meals 
(published in the 25th Quarterly Report)

The defensive (immune) reaction that seeks to protect the body when a foreign substance enters it, negatively 
affecting the body and causing various symptoms including itchiness, sneezing, inflammation and asthma is 
called an allergy, while the substances that cause allergies are called allergens1). Among these, the allergies 
caused by food being an allergen are called food allergies. In the 25th Quarterly Report, events involving 
provision or ingestion of an allergen related to meals were highlighted, and their causes were analyzed.
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(i)  Details of medical adverse events involving provision or ingestion of an allergen in regard 
to meals

There were 10 reports of medical adverse events involving provision or ingestion of an allergen from October 
2004, including during the period under analysis in the 25th Quarterly Report. The cases involving provision 
or ingestion of an allergen that were reported as medical adverse events were all cases in which patients 
consumed foods that were allergens. Moreover, an outline of the 10 reported events was published (Fig. III-2-
42).

Fig. III-2-41　Classification of Medical Adverse Events Involving Provision or Ingestion of an 
Allergen in Regard to Meals

Number of events
Provision of an allergen 0
Ingestion of an allergen 10

Figure III-2-42　Outline of Medical Adverse Events Involving Provision or Ingestion of an Allergen 
in Regard to Meals

No. Severity of 
event Summary of event Background and causal 

factors Improvement measures

1
No potential 
of residual 
disability

The patient had an allergy to 
soybeans and the record stated that 
s/he was not to be given soybeans. 
However, the patient was served 
a high-calorie meal (nutritional 
supplement) containing soybean 
extract. After consuming it, 
the patient was observed to 
have symptoms of anaphylaxis 
(respiratory discomfort, redness of 
the skin, and tachycardia).

The information about the patient 
having a history of soybean allergy 
had not been shared and the content 
of the meal that was served was not 
checked adequately.

•  The comment concerning the patient’s allergy 
was recorded once again and reflected in the 
meal order, and steps were taken to ensure 
that the information reached the nutrition 
management office.

•  In regard to allergies that give rise to many 
exceptions, such as in the case of soy sauce 
in relation to soybean allergies, a comment 
system has been put in place so that comments 
can be placed on file regarding foods that are 
exceptions, where required, while leaving the 
original allergy comment in place.

•  Putting together a separate menu for meals 
for those with allergies requiring special 
consideration, such as soybean or wheat 
allergies, and creating individual checklists.

•  A list has been put together of differences 
between responses to allergies and responses 
to food-related prohibitions, and this has been 
disseminated to all wards.

•  Having one person in charge of dishing up a 
single dish in the case of meals for those with 
allergies, and dealing with tray setting until 
the very final stage.

•  At the dishing up stage, ensuring that meals 
for those with allergies are placed on a 
different type of tableware.
Ensuring that a double-check is carried out of 
all special meals, including meals for those 
with allergies, and that the second check 
is carried out by a staff member who is not 
responsible for any tasks related to the meal 
in question.

•  In order to clarify the locus of responsibility 
in relation to the allergy checklist, the name 
of the person conducting the check is recorded 
and the document is retained.
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No. Severity of 
event Summary of event Background and causal factors Improvement measures

2 No disability

The pediatric patient had been admitted 
with an allergy to dairy products, but 
at snack time s/he was playing with 
the other children at the table in the 
playroom. The care assistant placed a 
yogurt in front of the pediatric patient 
and then left the playroom to serve snacks 
to the other patients. When s/he returned 
ten minutes later, a family member of 
another pediatric patient was feeding the 
child the yogurt. The patient developed 
allergic symptoms (redness of the lips) 
after eating two mouthfuls of the yogurt. 
An antiallergic drug was administered 
immediately, but the patient’s level of 
consciousness declined and his/her 
blood pressure fell. This was deemed to 
be anaphylaxis, so Saxizon and Bosmin 
were administered, and the patient’s 
vital signs stabilized and his/her level of 
consciousness recovered two hours later.

The care assistant who served the yogurt 
to the patient was unaware of his/her 
allergy to dairy products and assumed 
that the child should be given a yogurt, 
as the number of yogurts matched the 
number of pediatric patients; however, 
one of the yogurts was for a pediatric 
patient who had been discharged. 
The information about the discharged 
pediatric patient had not been uploaded 
to the nutrition department because 
the decision on discharge was made 
suddenly, so the department had been 
unable to process the information. There 
was no meal information card for the 
snack. Each meal was accompanied by 
a meal information card for the relevant 
pediatric patient, but there were no 
meal information cards for the snacks. 
The meal information cards are issued 
en masse by the nutrition department. 
Several children were playing in the 
playroom. The care assistant placed a 
yogurt in front of the pediatric patient 
and a family member of another pediatric 
patient fed it to the child. No explanation 
or other information about food allergies 
was provided to the other pediatric 
patients or their families, and it was an 
environment in which anyone could feed 
something to a child.

•  Affixing an allergy symbol (red 
tape) to patient name bands.

•  Ensuring that a double-check 
is carried out without fail when 
distributing snacks and meals.

•  During handover, ensuring that 
everyone involved confirms which 
patients have allergies by reciting 
their names.

•  Putting up a poster in the playroom, 
warning people about food allergies.

•  Changing the color of the trays used 
for patients with allergies.

•  Ensuring that snacks are 
accompanied by meal information 
cards.

3
No potential 
of residual 
disability

It was decided at an outpatient 
consultation to admit the patient and 
when entering the admission order, the 
physician entered “100% rice gruel soft 
diet” to be served from dinner onward. 
Subsequently, when admitted to the 
ward, the patient information form for 
the database had an allergies column, 
so the patient wrote “Food (fish in the 
amberjack family)”. The following day, 
the patient complained of pruritus, saying 
“I’ve developed hives. There was fish for 
dinner, but I wrote on my admission form 
that I had experienced allergic symptoms 
from fish in the amberjack family, so I 
thought it was OK and I ate all of it.” The 
patient developed redness over the whole 
body and swollen rash, and complained of 
dyspnea, so administration of three liters 
of oxygen commenced. 

When entering the meal order, the 
physician did not obtain information 
from the patient about whether or not s/
he had any allergies. The nurse neither 
checked the details of the patient’s 
allergies in the relevant column on the 
information form completed by the 
patient nor conducted an assessment. 
Neither the physician nor the nurse 
shared information about whether or not 
the patient had any allergies. When the 
meal was beginning, nobody checked 
with the patient whether the content of 
the meal was suitable. The menus are 
placed in a file in the patients’ dining 
room, but the patient did not see the 
menu. The patient was unaware that the 
fish that s/he had eaten was Japanese 
amberjack.

•  Ensuring that physicians check 
whether or not patients have food 
allergies when entering meal orders.

•  Ensuring that nurses check the 
information recorded by patients 
and check whether they have food 
allergies.

•  Ensuring that physicians and nurses 
check with patients at the start of 
meals whether or not they have food 
allergies and reconfirm the content 
of the meal.

•  Explaining to patients that the 
menus can be found in the dining 
room.

•  Explaining to patients that they 
should ask a nurse or other staff 
member if they are uncertain of the 
type of fish.
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No. Severity of 
event Summary of event Background and causal factors Improvement measures

4 No disability

When the meal was being served, the 
nurse checked the comment on the meal 
information card, which stated that the 
patient was forbidden to be served a 
number of foods, but based on the form 
of the salad, s/he thought that it did not 
include any of the foods to which the 
patient was allergic, so s/he served it to 
the patient. As the foods to which the 
patient was allergic were written on the 
meal information card, the patient also 
thought that the menu would naturally 
have been prepared without using any 
of those ingredients. However, having 
noticed that the dish contained one of 
the foods to which s/he was allergic, the 
patient reported to the nurse’s station 
that s/he had eaten something to which 
s/he was allergic. Half an hour later, the 
patient complained of discomfort in the 
oral cavity, roughness on the tongue, 
numbness in the tongue and maxillary 
region, and an itchy sensation in the neck. 
The nurse checked with the nutrition 
management office by telephone and 
ascertained that the salad contained 
Japanese yam. The physician examined 
the patient and ordered an intravenous 
infusion of steroids for the allergy 
symptoms.

The dietician did not order the creation 
of a menu for the patient with allergies 
in line with the comments on foods that 
were forbidden.
The cook did not check the content of 
the comments concerning foods that 
were forbidden due to an allergy, which 
were written on the meal information 
card in regard to the daily diet of allergy 
sufferers.
The nurse assumed that the dish did 
not use any foods that the patient was 
forbidden to eat, so served it to the 
patient.

•  Constructing a system of checks 
in the nutrition management office 
(adequate checks by dieticians 
of the menus for patients whose 
meal information cards contain 
comments regarding foods that are 
forbidden; ensuring that the cook 
checks details of any comments 
written in red when cooking and 
serving each and every dish; in the 
same way, when finally serving 
the food, checking that it does not 
contain anything that corresponds 
to any of the listed allergies.)

•  In order to ensure that the patients 
also check for foods to which they 
are allergic, the ward nurse will 
provide each patient with a copy 
of the menu and explain that the 
patients themselves also need to 
check it.

5

Low 
potential of
residual 
disability

The patient required special milk (due 
to an allergy to eggs and milk). When 
feeding the patient milk for people with 
an allergy to eggs, s/he was fed ordinary 
milk. After being given the milk, the 
patient developed symptoms such as 
dyspnea, wheezing and decreased oxygen 
saturation. Treatment was provided and 
the symptoms resolved.

It was the day after an emergency 
admission and patient information had 
not been shared. The order also stated 
that ordinary milk could be given.

•  Ensuring that information is shared 
fully.

6
No potential 
of residual 
disability

The patient complained of feeling 
breathless. S/he was observed to have 
redness around the eyes. The patient’s 
vital signs were checked and reported 
to the attending physician. S/he was 
diagnosed with anaphylactic shock and 
treatment was provided. There was 
a possibility that this was caused by 
the fried noodles that the patient had 
for lunch, and when the staff member 
concerned checked with the nutrition 
management office, s/he ascertained that 
the sauce used for the noodles contained 
fruit.

The menu for those with allergies and 
those able to eat the usual meal was the 
same. There was okonomi sauce (based 
on Worcestershire sauce, which contains 
fruit) left over and the cook decided to 
add it to the usual sauce, thinking that it 
would make it tastier.

•  Ensuring that kitchen staff have 
the same level of caution about 
errors related to meals for those 
with allergies as they do about food 
poisoning.

•  Kitchen staff have been told that 
the chief cook or deputy chief cook 
must be consulted regarding any 
adjustments involving ingredients 
not listed on the menu, so that they 
can be checked with the dietician.
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No. Severity of 
event Summary of event Background and causal factors Improvement measures

7
No potential 
of residual 
disability

This involved a patient with food allergies 
(shellfish, seafood, eggs, and wheat), 
who had a past history of suffering 
anaphylactic shock. When the patient 
was admitted, the pediatric department 
provided information to the dietary 
department concerning the meal order. 
If there were any foods that could cause 
allergies, information was shared by 
reading out the meal information card. 
The main dish on the day in question was 
“thick omelette”, so the main dish was 
switched to curried, sautéed meat, but 
when the meat was being prepared, it was 
coated in flour before being cooked. The 
dietician who carried out the final checks 
was dealing with another inquiry, so the 
meal was placed on the serving trolley 
without a check being carried out. On the 
ward, two nurses checked the meal, but 
it was hard to tell that the curried meat 
had been coated in flour. After ingesting 
this meat, the patient suffered generalized 
rash, vomiting, decreased SpO2, lowered 
blood pressure, and a reduced level of 
consciousness, which improved with the 
administration of medication.

If a physician inputs details of a food 
allergy into the “prohibited foods” 
column, the information is distributed 
to the food service group and is checked 
visually. Wheat, squid, prawns, shellfish, 
crab, and eggs were written on the meal 
information card for the pediatric patient 
in question, but only “wheat allergy” was 
displayed in red letters on the card. The 
double-check process involving the cook 
and the national registered dietician was 
defective. There was a lack of awareness 
about allergies. There were insufficient 
checks and a lack of understanding 
concerning the ingredients used in 
meals. The meal involved in this event 
was prepared in the same place as 
ordinary meals and the plate on which it 
was served was the same as that used for 
ordinary meals.

•  Posting details on the ward about 
menus for those with allergies and 
the seasonings used therein.

•  Having patients’ mothers check as 
well.

•  Regular exchanges of information 
between the wards and the dietary 
department.

•  Revising the safety orientation 
for newly-hired staff (considering 
content tailored to each occupation).

•  Ensuring that meals for those 
with food allergies are prepared 
separately in a designated corner of 
the kitchen.

8 No disability

At the time of admission, the patient 
reported that s/he had an allergy to dairy 
products, ham and bacon, so the dietician 
interviewed the patient about his/her 
food allergies and arranged that s/he 
would be given special meals in which 
the use of those foods was prohibited. 
Having ingested the meal, the patient 
was discovered at the washbasin with 
a reduced level of consciousness. For 
two or three minutes, the patient did not 
respond when called, but then recovered 
consciousness. The physician secured 
an intravenous route in the left hand and 
commenced administration of one liter of 
oxygen. When the medical staff checked 
what the patient had eaten, as s/he was 
found to have redness on the upper 
limbs, s/he replied, “I drank the milk 
that came with breakfast.” The patient 
had previously experienced shock due to 
milk, but said that s/he drank it because 
s/he liked it.

The meal trays had been tidied away, 
so it was not possible to check whether 
milk had been placed on it, but it is 
thought that the patient was served milk 
by mistake. The meals for those with 
allergies were written up as a special 
menu, along with the meals for foreign 
patients and patients under special 
nutritional orders, and were prepared 
on a different trolley from that used for 
the other meals, undergoing two checks 
before being placed on the trolley to go 
to the ward, but there is a possibility that 
the checks were inadequate. Rather than 
a check to ensure that prohibited foods 
are not placed on the trays, the method 
used to check the meals involves looking 
at the menu to check that the dishes laid 
out match those listed on the menu. The 
check is carried out visually, with no 
checklist. The meal information card had 
“(AL)” printed on it next to any foods 
that could cause allergies, but there was 
no awareness of this when serving the 
meals on the ward.

•  Distinguishing the menus for 
patients with allergies from those 
for patients requiring special meals, 
and printing them on pink paper as 
dedicated allergy menus.

•  Establishing a check column on the 
menus so that items that could cause 
allergies can be checked off and 
signed by the person carrying out 
the check.

•  Ensuring that the final check is a 
double-check involving one person 
to read out the item and another 
person to check it.

•  Changing the color of the trays for 
meals for those with allergies to 
yellow, to alert kitchen and ward 
staff when serving the meals, 
as well as printing the allergy 
symbol “(AL)” in red on the meal 
information cards and ensuring 
thorough adherence to the process 
of carrying out a final check when 
serving the meals on the wards.
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No. Severity of 
event Summary of event Background and causal factors Improvement measures

9
No potential 
of residual 
disability

The pediatric patient asked for a snack. 
The snack that day was strawberry 
mousse and orange juice, but the patient 
had an allergy to oranges, so was not 
given the orange juice. The pediatric 
patient said, “I’ve eaten strawberries, so 
it’s OK”, so s/he was given the strawberry 
mousse and strawberry juice. Half an 
hour later, when the child was playing 
basketball in the school gymnasium, s/he 
complained that his/her eye felt strange 
and returned to the ward. Subsequently, 
s/he developed swollen eyelids, bloodshot 
eyes, lacrimation and dyspnea, so the 
physician came to the ward and treated 
the patient. The pediatric patient had 
exercise-induced anaphylaxis in relation 
to fruit, so fruit was prohibited.

Despite the fact that the pediatric patient 
was not permitted to eat fruit, due to 
exercise-induced anaphylaxis in relation 
to fruit, s/he was given fruit as a snack. 
The staff member in question believed 
the patient when s/he said, “I’ve eaten 
strawberries, so it’s OK.” The staff 
member concerned did not ascertain 
the pediatric patient’s plans in relation 
to exercise, so was unaware that s/he 
would be playing basketball. Although 
the pediatric patient was aged ten or 
over, s/he was not yet old enough to have 
an adequate awareness of his/her own 
condition. The staff had not grasped the 
pediatric patient’s level of awareness 
of his/her condition or the degree of 
anaphylaxis.

•  Taking even snacks into 
consideration when thinking of 
substitute foods for patients who are 
not permitted certain foods.

•  Ensuring that both pediatric patients 
themselves and staff are fully 
conversant with the details of the 
condition.

•  Paying attention to the behavior 
of pediatric patients and checking 
their general condition, as a 
precautionary measure, if they 
are going to do exercise. Ensuring 
that patients carry an EpiPen 
when leaving the ward, so that any 
episodes of anaphylactic shock can 
be dealt with.

10
No potential 
of residual 
disability

In relation to the patient’s meals, the fact 
that blue-backed fish (sardines, mackerel, 
etc.) and prawns were prohibited was 
entered in the allergy comments field, 
while the fact that kiwifruit and fruit 
and vegetables in the gourd family were 
prohibited was entered in the free text 
comments field. However, broccoli was 
included as part of the menu for dinner; 
the patient consumed this, and showed 
no symptoms at the time. The following 
day, a prohibition on taro, Japanese yam, 
broccoli, and cauliflower was added to 
the free text comments field. After the 
patient ate dinner unaided, s/he pressed 
the nurse call button and complained of 
feeling unwell. The patient was lucid, but 
had pruritus in the pharynx and said, “I 
ate broccoli and cauliflower (which were 
prohibited foods) for dinner.” The patient 
was examined by the duty physician and 
diagnosed with anaphylactic shock. The 
patient gradually began to hyperventilate, 
so a monitor was fitted and a peripheral 
infusion was commenced. The patient’s 
level of consciousness subsequently 
declined. An infusion containing Solu-
Medrol 125mg was commenced and after 
starting the patient on 3L of oxygen, s/he 
said “It (the itchiness) is a little better.” 
The patient passed the night without any 
change in condition and was able to take 
food at breakfast. The patient said, “It’s 
the first time I’ve had an attack in 20 
years.”

An error was identified in the system 
for conveying information from the 
ward to the nutrition management 
department. Checks of the meal types in 
the kitchen are carried out using the meal 
information card that has been compiled, 
but only 14 characters from the free text 
comments field from the current ordering 
system are reflected in the system in the 
nutrition management system. There 
is no limit on the number of characters 
that can be input into the free text 
comments field on the ward, so the staff 
entering information into the free text 
comments field on the ward thought that 
all of the information entered could be 
transmitted to the nutrition management 
department (which includes the kitchen). 
The distinction between meals for those 
with allergies and foods for people with 
particular preferences was not clear, and 
in both cases a wide range of items was 
prohibited. If there are foods for people 
with allergies, it should be possible to 
compare the symptoms with the situation

•  Establishing a new meal type for 
those with allergies. Establishing a 
new meal type of “meals for those 
with allergies”, which excludes 
five specified ingredients and 20 
items that correspond to specified 
ingredients, regarding which the 
Ministry of Health, Labour and 
Welfare has imposed a labeling 
requirement due to the risk they 
pose in terms of causing allergies.

•  Making it possible for the nutrition 
management department to deal 
with meals for those with allergies if 
the relevant information is entered 
or communicated to the department 
before the deadline for meals.

•  In the case of meals for patients who 
have reported having a food allergy, 
“meals for those with allergies” 
shall be selected and a check 
mark entered against those of the 
displayed items that are applicable.

•  If there are no applicable items 
among those available, select 
“Other” and enter the names of the 
foods concerned in the free text 
comments field (only a maximum 
of 14 characters can be entered. 
Moreover, all of the 14 characters 
entered will be printed on the meal 
information card).

•  If “Other” is selected, the nutrition 
management department shall be 
contacted promptly by telephone. 
After being contacted, the nutrition 
management department shall send 
a staff member to the ward to check 
the details of the allergy with the 
nurse or patient.
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(ii) Consideration of medical adverse events involving provision or ingestion of an allergen
In the 2010 Annual Report, the “Example of a Process Flow Related to Meals” was used in regard to cases 
of provision or ingestion other than as ordered, in order to present details of the relevant medical adverse 
events and identify processes in which the potential exists to prevent medical adverse events (2010 Annual 
Report, pp.230-232, Fig. III-2-29-31). In the same way, in this Report, the “Example of a Process Flow Related 
to Meals” has been used to analyze some cases of medical adverse events involving provision or ingestion 
of an allergen. The details of the events reported as medical adverse events and the details inferred from 
these are shown in red. Moreover, processes in which the potential exists to prevent medical adverse events 
if the proper process were implemented are shown in blue (Fig. III-2-43 - 45). By comparing them with 
processes, one can see that there are multiple processes in which errors can be prevented. Furthermore, this 
suggests that there are many cases that could potentially have been prevented if checks of food allergens were 
conducted at the time of carrying out each process in which the potential exists to prevent errors, such as 
“cooking”, “serving”, “served” and “explanation to patient”. Accordingly, it would seem that developing and 
implementing standardized checks in each of those processes could be one means of preventing the provision 
or ingestion of an allergen.
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■ Fig. III-2-43　Process Flow for Medical Adverse Event Summary No.4
This is a case in which a meal was served to a patient whose meal information card listed comments about 
multiple food allergens, after a staff member judged that a salad contained no food allergens, basing that 
judgment solely on the form of the salad. In this case, there were two pieces of information in the “cooking” 
process, in the form of the content of the menu ordered by the dietician and the food allergens written on the 
meal information card, and it is presumed that the two pieces of information concerning the elimination of 
prohibited ingredients were inconsistent, but the processes were implemented without checking the two pieces 
of information against each other. Moreover, although the content of the meal was checked when serving it, it 
was not checked against the content specified on the menu, and the meal was just checked visually.

<Ward> <Kitchen / nutrition department>

Patient Physician Nurse / 
assistant nurse

Nursing 
assistant Server Registered dietician / 

dietician
Cook / 

kitchen staff

Provision of 
information

Explanation to 
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Meal plan

Dietary order
[Details of event]

Japanese yam and multiple 
other ingredients prohibited

Input

Dietary order 
received

Dietary order 
received

Dietary order 
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Dietary order 
checkedProblem

Problem

Problem

Problem

No 
problem

No 
problem

No 
problem

No 
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of meal information 
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Cooking order 
received

Cooking

Clearing trays away
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Cooking order 
[Details of event] Did not issue an 
order for a menu that excluded the 
prohibited ingredients.

(Information on meal 
information card)

Cooking 
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[Details of event] Did not check 
menu content and content of meal 

information card.

Serving 
[Details of event] Did not 

notice during the final check 
that the meal contained 
prohibited ingredients.

Served [Details of event] Looked at the form 
of the salad and assumed that Japanese yam had 
not been used.

Ingestion  
[Details of event] The patient also thought that 
the meal had been prepared without prohibited 
ingredients and consumed it.

[Preventative process]
There is a possibility that 
the menu could have been 

changed if a check had been 
carried out to see whether 
any prohibited ingredients 

had been used.

[Preventative process]
There is a possibility that 
the cook and the national 

registered dietician 
would have noticed the 
prohibited ingredient if 

they had checked the meal 
information card or the 

order.

[Preventative 
process]

There is a 
possibility that the 
patient would have 

noticed that the 
menu contained 

a prohibited 
ingredient if it had 
been distributed to 
the patient and s/he 
had been instructed 

to check it him/
herself.

[Preventative process]
There is a possibility that this 
could have been stopped if the 
ingredients listed on the menu 

had been checked.

[Preventative process]
There is a possibility 

that the fact that 
the meal contained 

prohibited ingredients 
would have been 

noticed and the menu 
list would have been 
checked if the meal 

information card had 
been checked.

Note) The “Example of a Process Flow Related to Meals” has been created with reference to events reported to this Department.
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■ Fig. III-2-44　Process Flow for Medical Adverse Event Summary No.7
This is a case in which the menu for a patient for whom crustaceans, fish and shellfish, eggs, and wheat were 
allergens was changed to curried, sautéed meat because the main dish was “thick omelette”, but flour was used 
in the preparation of the meat, which was then served to and consumed by the patient. In this case, just as in 
the process flow shown in Fig. III-2-43 for medical adverse event summary No.4, there were two pieces of 
information in the “cooking” process, in the form of the content of the menu ordered by the dietician and the food 
allergens written on the meal information card, and it is presumed that the two pieces of information concerning 
the elimination of prohibited ingredients were inconsistent, but the processes were implemented without checking 
the two pieces of information against each other. Moreover, in this case, the allergenic food was the flour used as 
a binder in food preparation, so it was difficult to identify the provision of an allergenic food at any of the stages 
up to the point where it was served, once the cooking and serving processes had been completed.

<Ward> <Kitchen / nutrition department>

Patient Physician Nurse / 
assistant nurse

Nursing 
assistant Server Registered dietician / 

dietician
Cook / 

kitchen staff

Provision of 
information

Explanation to 
patient

Meal plan

Dietary order
[Details of event]
Crustaceans, fish and 

shellfish, eggs, and wheat 
prohibited

Input

Dietary order 
received

Dietary order 
received

Dietary order 
checked

Dietary order 
checkedProblem

Problem

No 
problem

Problem

No 
problem

No 
problem

Problem

No 
problem

Counting / creation 
of meal information 

cards

Cooking order 
received

Clearing trays away

Observation 
of ingestion 

situation

Cooking order 
[Details of event] Changed the 
main dish to curried, sautéed meat, 
because the main dish on the menu 
was “thick omelette”.

(Information on meal 
information card)

Cooking 
order checked

[Details of event] Did not check 
menu content and content of meal 

information card.

Serving 
[Details of event] The dish was 

placed on the serving trolley without 
a check by the dietician in charge as 

part of the final check process.

Served [Details of event] The prohibited ingredients on 
the meal information card were checked, but it was hard to tell that the 
meat had been coated with flour.

Ingestion  
[Details of event] 
The pediatric patient 
consumed it.

[Preventative process]
There is a possibility that flour 

would not have been used if the fact 
that the patient had a flour allergy 

had been conveyed.

[Preventative process]
There is a possibility that 
the cook and the national 

registered dietician 
would have noticed that 
a prohibited ingredient 

had been used if they had 
double-checked.

[Preventative process]
There is a possibility that 
the event could have been 

prevented if the meal containing 
the prohibited ingredient had 
been cooked separately in a 

different corner of the kitchen 
and a different plate from that 
used for ordinary meals had 

been used.

[Preventative process]
There is a possibility 
that the fact that flour 

could not be used would 
have been noticed and 

the menu list would 
have been checked if the 
meal information card 

had been checked.

Cooking [Details of event] The meat was 
prepared in the same place as the ordinary meals and 
was coated in flour before being cooked, and the plate 
used was also the same as that used for ordinary meals.

Note) The “Example of a Process Flow Related to Meals” has been created with reference to events reported to this Department.
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■ Fig. III-2-45　Process Flow for Medical Adverse Event Summary No.10
This is a case in which, when the fact that blue-backed fish (sardines, mackerel, etc.) and prawns were prohibited 
was entered in the allergy comments field, while the fact that multiple other ingredients were prohibited was 
entered in the free text comments field, the system only transmitted the first 14 characters in the free text 
comments field to the nutrition management department, so the food allergen information detailed in the 
subsequent text was not transmitted. In this case, it is necessary to improve the system, ensure widespread 
awareness of the conditions imposed by the system, and clarify how information should be handled in the 
event that there are multiple allergenic foods.

<Ward> <Kitchen / nutrition department>

Patient Physician Nurse / 
assistant nurse

Nursing 
assistant Server Registered dietician / 

dietician
Cook / 

kitchen staff

Provision of 
information

Explanation to 
patient

Meal plan

Dietary order
[Details of event]

Blue-backed fish and prawns 
prohibited

Free text comments field: Kiwifruit, 
gourd family, taro, Japanese yam, 

broccoli and cauliflower prohibited

Dietary order 
received

Dietary order 
checked Dietary order 

checkedProblem

Problem

Problem

Problem

No 
problem

No problem

No 
problem

No 
problem

Cooking order 
received

Cooking

Clearing trays away

Observation 
of ingestion 

situation

Cooking order 
[Details of event] Ordered a menu 
containing broccoli and cauliflower.

Cooking 
order checked

Serving

Served [Details of event] Did not notice because 
broccoli and cauliflower were not listed on the meal 
information card.

[Preventative process]
There is a possibility that 

this could have been stopped 
if anyone had checked with 

the patient whether any 
prohibited ingredients had 

been used.

[Preventative process]
There is a possibility that this 

could have been prevented 
if the patient had been 

instructed to notify a staff 
member if the meal contained 

any prohibited ingredients.

[Preventative 
process]

There is a possibility 
that the event could 
have been prevented 
if there had been a 

process in which the 
dietician went to the 

ward and checked the 
allergy details with 

the nurse or patient if 
something had been 
entered in the free 

text comments field.

Note) The “Example of a Process Flow Related to Meals” has been created with reference to events reported to this Department.

Input	[Details of event] Free text 
comments field contained more than 14 
characters (with no character limit).

Dietary order received
[Details of event] Only 14 characters from 
the free text comments field were reflected.

Counting / creation of meal information 
cards [Details of event] The meal information card did 
not state that broccoli and cauliflower were prohibited.

Ingestion  
[Details of event] 
The patient 
consumed it.

[Preventative 
process]

There is a 
possibility that it 
would have been 

possible to transmit 
this information 

using another 
method if the fact 
that only the first 

14 characters in the 
free text comments 
box were reflected 

in the nutrition 
management 
department’s 
system had 

been common 
knowledge.
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(iii) Background and causal factors of medical adverse events involving provision or ingestion 
of an allergen
A) Background and causal factors detailed in the reported events
The reported cases involving provision or ingestion of an allergen have been classified according to whether 
details of the food allergies had been ascertained (Fig. III-2-46). In eight of the ten cases, details of the 
food allergies had been ascertained and in seven of those cases, the details had been entered on the order. 
Furthermore, the reported cases involving provision or ingestion of an allergen have been classified according 
to the form in which the ingredient was consumed (Fig. III-2-47). There are many cases in which the allergenic 
food was consumed in its original form, but there were also cases in which it was hard to spot the allergenic 
food visually, such as where it was used as a binder or contained in a seasoning. 

Fig. III-2-46
Details of food allergies ascertained? Entered on order? Number of events

Yes
Yes 7

Unknown 1
None

(Patient wrote the details in the allergy 
column)

None 1

Unknown Unknown 1

Fig. III-2-47
Allergen form Allergenic food Number of events

Ingredient in original form

Yogurt, milk, Japanese yam, 
fish (Japanese amberjack), 
strawberries, broccoli, 
cauliflower

6

Contained in something else

Coating Flour 1

Seasoning Okonomi sauce (contains 
fruit) 1

Milk Ordinary milk (includes egg-
derived ingredient) 1

Nutritional supplement Soybeans 1

Looking at the “causes of event” selected when reporting medical adverse events, the most common was 
“neglected to check”, while other causes selected included “computerized system”, “inadequate coordination” 
and “education/training” (Fig. III-2-48).

Fig. III-2-48
Neglected to check 9
Computerized system 4
Inadequate coordination 3
Education/training 3
Misjudgment 2
Lack of knowledge 2
Neglected to observe 1
System 1
Other 2

*Multiple responses were permitted concerning the causes of the event.
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In addition, the specific details reported in the section “background and causal factors” in relation to the 
reported cases are shown below, divided into the relevant categories.
1) Concerning the ascertaining and sharing of information about food allergies

○  Neither the physician nor the nurse obtained information from the patient about whether or not s/he had 
any food allergies.

○  Neither the physician nor the nurse shared information about whether or not the patient had any food 
allergies.

○  The nurse did not assess the details of the patient’s food allergies in the relevant column on the 
information form completed by the patient.

○  The care assistant did not know that the patient had an allergy to dairy products.
○  The staff had not grasped the pediatric patient’s level of awareness of his/her condition or the degree 

of anaphylaxis.
2) Concerning the electronic medical record, etc.

○  There was no character limit for text entered into the free text comment field by staff on the ward, and 
they thought that everything they entered was transmitted to the nutrition management department.

3) Concerning meal information cards
○  The meal information card had “(AL)” printed on it next to any food allergens, but there was no 

awareness of this when serving the meals on the ward.
○  Staff did not know that only the first 14 characters of text entered in the free text comments field on the 

computer system were reflected on the meal information cards compiled using these data.
○ Snacks were not accompanied by a meal information card.

4) Concerning menus
○ The dietician did not order a menu for a patient with allergies.
○ The menu for those with allergies and those able to eat the usual meal was the same.

5) Concerning cooking and dishing up
○  The meals for those with allergies were prepared in the same place as ordinary meals and the plates on 

which they were served were the same as those used for ordinary meals.
○  There was okonomi sauce (based on Worcestershire sauce, which contains fruit) left over and the cook 

decided to add it to the usual sauce.
○ The cook did not check the comments concerning food allergens on the meal information card.
○  There were insufficient checks and a lack of understanding concerning the ingredients used in meals.
○  Rather than a check to ensure that allergenic foods are not placed on the trays, the method used to 

check the meals involved looking at the menu to check that the dishes laid out matched those listed on 
the menu.

○  The meals for those with allergies were only placed on the trolley to be taken to the workers after two 
checks had been carried out, but the checks were inadequate and milk, which was an allergenic food, 
was placed on the patient’s tray.

○  The double-check process involving the cook and the national registered dietician was defective.
6) Concerning serving

○  The nurse avoided giving orange juice to the patient, for whom fruit was an allergen, but s/he gave him/
her strawberry juice because the patient said, “Strawberries are OK.”

○  When the care assistant was giving out the snacks, the total number of yogurts matched the number 
of pediatric patients, so s/he gave a yogurt to a pediatric patient who was not permitted to eat yogurt.

○  The nurse looked at the content of the meal and assumed that an allergenic food had not been used.
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7) Other
○  The distinction between ingredients for those with allergies and foods for people with particular 

preferences was not clear, so in both cases there was a wide range of items.
○  No explanation or other information about food allergies was provided to the other patients or their 

families; furthermore, it was an environment in which anyone could feed something to a patient.
○  The patient had not seen the menu.
○  Although the patient was a child aged ten or over, s/he was not yet old enough to have an adequate 

awareness of his/her own condition.

B)  Background and causal factors pointed out by the Expert Analysis Group and the 
Comprehensive Evaluation Panel

In addition to the background and causal factors reported by the medical institutions, the Expert Analysis 
Group and the Comprehensive Evaluation Panel pointed out that it is also vital to take into account the following 
background and causal factors.

○  With regard to information about allergens in patients’ meals, the default setting for the allergy field on 
electronic medical records is blank in most cases. It is difficult to ascertain whether the blank indicates 
that there are no allergenic foods or whether it means that the existence of food allergens has not yet 
been confirmed.

○  If there are many allergenic foods and it is not possible to enter them all in the food allergies field, using 
a separate field, such as a free text comments field, to detail them actually makes the meaning of the 
information entered more ambiguous. If, other than allergenic foods, details are also entered concerning 
foods that the patient would like to be avoided due to personal preference, there is a possibility that it 
will become hard to identify information about ingredients that should be prohibited in meals.

○  When putting together menus containing food allergens, rather than a process of selecting “those 
ingredients/dishes on the menu that can be given to the patient”, there is a two-stage process based on 
the ordinary menu, involving removing “those ingredients on the menu that must not be given to the 
patient” and replacing them with a separate dish.

○  At the stage at which the meal has reached the ward, there are limits to the ability to check for the use 
of ingredients that are not immediately visible, and the provision of a warm meal as quickly as possible 
is required, due to patients’ increased need for food, so there are limits to the ability to check each and 
every meal and meal information card against the menu.

○  In the same way as meals, the snacks provided to children are an important source of nutrition, but 
rather than being provided with snacks for individual pediatric patients, wards are provided with snacks 
for multiple children all at once, and there is no information that enables the snack to be matched with 
the patient.

○  When a meal is served to them, patients have a tendency to eat it, taking it for granted that “they wouldn’t 
have given me something containing allergens.” In order to ensure that meals containing allergenic 
foods are not provided, it is necessary to prevent any meals containing allergenic foods passing through 
into the next process from any of the processes involving the kitchen / nutrition department.

(iv) Impact of the provision or ingestion of an allergen
Food allergies can cause anaphylaxis, which is an immediate allergy, and can thereby endanger the patient. 
The following is the Grading of Food-induced Anaphylaxis According to Severity of Clinical Symptoms 
published in the Food Allergy Management Guideline 20082) (H.A. Sampson, Pediatrics. 2003; 111: 1601-8) 
(Fig. III-2-49). Moreover, the effects of the ten reported cases of provision or ingestion of an allergen have 
been classified using the Grading of Food-induced Anaphylaxis According to Severity of Clinical Symptoms 
(Fig. III-2-50). Among the cases of provision or ingestion of an allergen related to meals are many that have a 
severity grading of 4-5.
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 Fig. III-2-49

Grade Skin GI Tract Respiratory Tract Cardiovascular Neurological

1

Localized pruritus
Flushing
Urticaria

Angioedema

Oral pruritus
Tingling

Mild lip swelling
－ － －

2

Generalized 
pruritus
Flushing
Urticaria

Angioedema

Any of the above, 
nausea and/or 

vomiting

Nasal congestion
Sneezing － Change in activity 

level

3 Any of the above
Any of the above, 

plus repetitive 
vomiting

Rhinorrhea
Marked congestion 

(nose, throat)
Sensation of throat
pruritus/tightness

Tachycardia
(+15 bpm) Change in activity 

level plus anxiety

4 Any of the above Any of the above 
plus diarrhea

Hoarseness
Barking cough

Difficulty 
swallowing

Dyspnea, wheezing
Cyanosis

Any of the above 
plus

dysrhythmia
Mild hypotension

Light-headedness
Feeling of 

impending doom

5 Any of the above
Any of the above 
plus loss of bowel 

control
Respiratory arrest

Severe bradycardia
Hypotension

Cardiac arrest

Loss of 
consciousness

Source: Grading of Food-induced Anaphylaxis According to Severity of Clinical Symptoms (H.A. Sampson: Pediatrics. 2003; 111: 1601-8), Food Allergy Management 
Guideline 2008 compiled by the Health and Labor Sciences Research Group.

Fig. III-2-50　Classification Using the Grading of Food-induced Anaphylaxis According to Severity 
of Clinical Symptoms

Grade Number of events
1 1
2 0
3 0
4 5
5 4

(v)  Improvement measures at medical institutions at which medical adverse events involving 
provision or ingestion of an allergen occurred

A) Improvement measures detailed in the reported events
The improvement measures detailed in the reported cases are shown below, divided into the relevant categories.
1) Concerning the ascertaining and sharing of information about food allergies
• Measures on wards

○ Ensuring that physicians check whether or not patients have food allergies when entering meal orders.
○  Ensuring that physicians and nurses check with patients at the start of meals whether or not they have 

food allergies and reconfirm the content of the meal.
○  Ensuring that nurses check the information written down by patients and check whether they have food 

allergies.
○ Affixing an allergy symbol (red tape) to patient name bands.
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○  During handover, ensuring that everyone involved confirms which patients have allergies by reciting 
their names.

• Measures in the kitchen / nutrition department
○  Ensuring that if “Other” is selected when entering details of food allergies, a staff member from the 

nutrition management department goes to the ward and checks the details of those allergies with the 
nurse or the patient.

2) Concerning the computer system
○  The comment concerning the patient’s allergy was recorded once again and reflected in the meal order, 

and steps were taken to ensure that the information reached the nutrition management office.
○  In regard to allergy categories such as soy sauce, in relation to soybean allergies, a comment system 

has been put in place so that it can be dealt with, while leaving the original allergy comment in place.
○  In the case of meals for patients who have reported having a food allergy, “meals for those with 

allergies” shall be selected and a check mark entered against those of the displayed ingredients that are 
applicable.

○  Steps have been taken so that if there are no applicable items among those available, “Other” is selected 
and the names of the foods concerned are entered in the free text comments field, up to a maximum of 
14 characters.

○  Making it possible to deal with meals for those with allergies if the relevant information is entered or 
communicated to the department before the deadline for meals.

3) Concerning meal information cards
○  Steps have been taken so that all 14 characters entered in the free text comments field are printed on 

the meal information card.
○ Placing an allergy symbol in red on the meal information card.
○ Ensuring that snacks are accompanied by meal information cards.

4) Concerning menus
○  Establishing a new meal type for those with allergies. Establishing a new meal type of “meals for those 

with allergies”, which excludes five specified ingredients and 20 items that correspond to specified 
ingredients, regarding which the Ministry of Health, Labour and Welfare has imposed a labeling 
requirement due to the risk they pose in terms of causing allergies.

○ Printing the menus for patients with allergies on pink paper as dedicated allergy menus.
○  Putting together a separate menu for meals for those with allergies requiring special consideration, such 

as soybean or wheat allergies, and creating individual checklists.
○ Taking even snacks into consideration when devising substitute meals for those with allergies.
○  Ensuring that dieticians carry out adequate checks of menus for patients whose records include 

comments about food allergens.
5) Concerning cooking and dishing up

○  Having one person in charge of dishing up a single dish in the case of meals for those with allergies, 
and dealing with tray setting until the very final stage.

○  Ensuring that meals for those with food allergies are prepared separately in a designated corner of the 
kitchen.

○  Ensuring that the chief cook or deputy chief cook is consulted regarding any adjustments involving 
ingredients not listed on the menu, so that they can be checked with the dietician.

○  Dishing up meals for patients with allergies onto a different type of tableware or changing the color of 
the tray used for such meals.

○  Ensuring that, when cooking and serving each and every dish, the cook checks details of any comments 
on allergen ingredients written in red.
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○  Ensuring that a double-check is carried out of all special meals, including meals for those with allergies, 
and that the second check is carried out by a staff member who is not responsible for any tasks related 
to the meal in question.

6) Concerning serving
○ Ensuring that a double-check is carried out without fail when distributing snacks and meals.
○  Ensuring that checks are also carried out in regard to snacks when giving them to patients, to ensure 

that they contain no ingredients to which they are allergic.
○  Ensuring that checks are carried out when serving meals, including checking with family members, if 

necessary.
7) Ensuring awareness among staff and providing them with education

○  A list has been compiled of differences between responses to allergies and responses to prohibitions on 
use due to personal preference, and this has been disseminated to all wards.

○ Putting up a poster in the playroom, warning people about food allergies.
○ Posting details on the ward about menus for those with allergies and the seasonings used therein.
○ Regular exchanges of information between the wards and the dietary department.
○ Revising the safety orientation for newly-hired staff.
○ Ensuring that staff are fully conversant with the details of the condition.

8) Providing explanations and education to patients
○ Explaining to patients that the menus can be found in the dining room.
○  In order to ensure that the patients also check for foods to which they are allergic, the ward nurse will 

provide each patient with a copy of the menu and explain that the patients themselves also need to check 
it.

○  Explaining to patients that they should ask a nurse or other staff member if they are uncertain about 
any ingredients.

○ Ensuring that patients themselves have a knowledge of their complaint.

B)  Improvement measures pointed out by the Expert Analysis Group and the Comprehensive 
Evaluation Panel

In addition to the aforementioned improvement measures, the Expert Analysis Group and the Comprehensive 
Evaluation Panel pointed out that it is also vital to give consideration to the following improvement measures, 
from the perspective of preventing recurrence.
1) Concerning the ascertaining and sharing of information about food allergies

○  Ensuring that staff involved in serving meals provide meals only after having information shared with 
them concerning such matters as patients’ food allergies.

2) Concerning the electronic medical record, etc.
○  It would be advisable to have a computer system in which staff members select either “Undetermined”, 

“No” or “Yes” in the allergies field and enter details such as the allergenic foods if “Yes” is selected. 
If the computer system is such that the allergy field is blank, it should be made easier to understand 
whether this means “No” or “Undetermined”.

○  It would be advisable have a computer system that can distinguish between prohibited ingredients, 
separating those that are absolutely prohibited because they are allergens from those that the patient 
cannot eat as they are because of a matter of personal preference and those that can be consumed if they 
are included in a dish as part of the cooking process.

○  It would be advisable to establish a mechanism whereby a meal information card cannot be issued 
unless the comments field has been checked, in the case of special meals, such as meals for those with 
allergies.

3) Concerning meal information cards
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○  Ensuring widespread awareness among staff of abbreviations and symbols used on meal information 
cards.

4) Concerning menus
○  Switching to a process of selecting ingredients/dishes that can be given to the patient when putting 

together menus containing food allergens, rather than using a process of removing dishes from the 
ordinary menu and replacing them.

5) Concerning cooking and dishing up
○  It would be advisable to stipulate that the menu order from the dietician and the food allergens written 

on the meal information card be provided as the prerequisite for accepting a cooking order.
○  In order to deal with ingredients included in items such as seasonings, which are hard to check for once 

a dish has been cooked, it would be desirable to use dishes or trays for meals without allergens that are 
different from those used for ordinary meals, and to cook such meals separately.

○  Using meal information cards and trays when providing snacks, and treating them in the same way as 
meals.

6) Other
○  Organizing the nutritional supplements used in the hospital and making it possible to share information 

about the ingredients used.

(d)  Medical adverse events involving aspiration in regard to meals (published in the 26th 
Quarterly Report)

The condition in which a substance such as food enters the larynx or trachea by mistake for some reason is 
called aspiration4). There are multiple factors involved in aspiration, so one cannot necessarily say that it is 
the result of meals being given incorrectly. In this Report, aspiration was the most common cause of medical 
adverse events related to meals that were reported to this project, and some members of the Expert Analysis 
Group were of the opinion that an analysis of these cases would be useful, so cases of aspiration in regard to 
meals were highlighted in the 26th Quarterly Report, and their root causes were analyzed.

(i) Details of medical adverse events involving aspiration related to meals
There were 186 reports of medical adverse events involving aspiration related to meals between the start of 
this project and the period under analysis in the 26th Quarterly Report. Looking at the cases of aspiration 
related to meals based on a classification of medical adverse events based on an example of a process flow 
related to meals and common errors (Fig. III-2-40 above), one can see that many of the errors involved “lack 
of evaluation” in the “meal plan” process, “inadequate observation/judgment” in the “ingestion” process, or 
“mistake in the style of food” in the “cooking” process. An outline has been provided of the main examples of 
process flows among the 186 reported cases.
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Fig. III-2-51 Outline of Medical Adverse Events Involving Aspiration Related to Meals

No. Severity of 
event Summary of event Background and causal 

factors
Improvement 

measures
[Process: Meal Plan]

1 Death

Before admission, the patient’s husband, who had 
dementia, was helping her with her meals. The 
patient’s only teeth were three front teeth, but she 
did not have dentures and was independent with 
regard to such matters as going to the toilet. The 
physician’s understanding was that the patient 
was taking meals normally before being admitted 
to hospital. At the time of hospitalization, the 
patient was given nil by mouth, but meals were 
then commenced and an order was given for the 
patient to follow a “kidney diet”. The dietary slip 
did not contain any particular orders regarding 
soft foods or rice porridge, so rice was provided 
as part of the ordinary menu. At lunchtime on the 
day in question, the nurse adjusted the angle of 
the patient’s bed to about 90° and checked that 
she had taken at least three mouthfuls before 
leaving the room. When another nurse visited 
the room five or six minutes later, the patient 
was eating her meal normally. When the nurse 
visited the room again another ten minutes or 
so after that, the patient had slipped down the 
bed and was in respiratory arrest. The physician 
commenced resuscitation and when endotracheal 
intubation was carried out, food debris such as 
rice and the rind from lemon slices was scraped 
out from the oral cavity.

The patient interview sheet 
was blank, so there is a 
possibility that the style of 
the meal was not suitable 
for the patient. The nurse 
did not check the style of the 
meal with the physician. It 
was necessary to continue 
observing the patient during 
the meal, because s/he had 
dementia, but the nurse went 
to assist another patient with 
his/her meal.

• Ensuring that a 
thorough grasp of 
the patient’s pre-
admission condition 
is obtained.

• Voicing aloud 
questions about 
whether the style 
of food suits the 
patient’s condition 
and carrying out 
checks.

• Giving 
consideration 
to deploying 
additional staff at 
lunchtime.

2
High potential 

of residual 
disability

A patient requiring assistance with all ADL due 
to dementia with Lewy bodies and Parkinson’s 
disease was admitted due to aspiration 
pneumonia; the patient’s condition improved 
with fasting and administration of antibiotics. 
Two days later, an EV was carried out in the 
otolaryngology department, which showed 
that the patient had no pharyngoplegia, but in 
the swallowing assessment, the patient was 
unable to open his/her mouth adequately, due 
to an excess of sputum, so swallowing practice 
was commenced after continuing to provide 
oral care, and the amount that the patient could 
consume orally was increasing. Two weeks after 
admission, the patient was in a good state of 
alertness and was assisted with breakfast (100% 
rice gruel, 30% vegetables). After taking three 
small spoonfuls of rice gruel and crushing up 
the tofu into small pieces and eating a mouthful 
of that, the patient choked and refused any more 
food, so assistance with the meal was halted. 
The staff member assisting with the meal had 
the patient open his/her mouth and checked 
that there was no food in the oral cavity before 
moving on to another patient. About ten seconds 
later, when the staff member concerned visited 
the patient’s room, s/he discovered that the 
patient’s breathing had stopped. Cardiac massage 
was commenced immediately and when a suction 
tube was used to clear the airway, it sucked 
up a soft, white substance that appeared to be 
tofu. The physician immediately commenced 
resuscitation and the patient was managed on a 
ventilator after intubation.

The observation of the 
patient’s oral cavity before 
assisting with the meal 
was inadequate, and the 
condition of the patient’s 
oral cavity had not been 
evaluated correctly. The 
patient was assisted with 
oral ingestion, but choked 
after a few mouthfuls, so 
this was halted. A check was 
carried out to see whether 
or not there was any food 
in the oral cavity, but the 
staff member concerned left 
the patient’s side without 
checking properly that s/he 
had swallowed everything. 
The task of providing 
assistance with breakfast 
was divided between the 
nurse on the late-night shift 
and the nurse on the early-
morning shift; it was very 
busy on the day in question, 
because they had to assist 
seven patients with their 
meals, as well as carrying 
out other duties, so they 
were rushing.

• Ensuring that the 
patient’s oral cavity 
is checked before 
assisting with meals 
and appropriate 
oral care provided, 
using a suction 
tube if necessary, 
in order to keep 
the oral cavity 
sufficiently clean.

• Furthermore, 
after providing 
assistance with 
meals for patients 
with swallowing 
difficulties, 
only leaving the 
patient’s side after 
checking that the 
patient’s respiratory 
condition has 
remained stable for 
several minutes.

• Placing the patient’s 
individual meal 
assistance plan at 
the bedside, so that 
everyone is aware 
of it.
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No. Severity of 
event Summary of event Background and causal 

factors
Improvement 

measures
[Process: Explanation to Patient]

3 Death

The patient had undergone surgery for 
esophageal cancer and had suffered tracheal 
compression due to cervical lymph node 
metastasis, as well as lung metastasis and 
radiation pneumonitis. Oxygen was being 
administered and steroids used due to bilateral 
pleural effusion and exacerbation of radiation 
pneumonitis. Meals were commenced, but the 
patient complained that it was harder to swallow 
than before, and when an esophageal fluoroscopy 
was carried out, it was found that there was a 
defect in the passage of food, so the plan was 
to switch the patient to liquidized meals from 
lunchtime. At lunchtime, the bed was raised 
and before eating lunch, the patient, with the 
assistance of his wife, ate some melon and grapes 
that she had brought in. When a nurse was 
passing the room, s/he noticed that the wife was 
hitting the patient’s shoulders, so s/he went into 
the room. The patient had reduced consciousness 
and facial pallor, and had no spontaneous 
respiration.

The risk in relation to 
swallowing had been 
explained to the patient and 
his family, but there is a 
possibility that they did not 
understand this sufficiently. 
The patient ate the food at 
the urging of his family.

• Considering cases 
on a ward basis.

• Evaluating feeding 
and swallowing, 
and learning about 
meal forms.



III

III Current Analysis of Medical Near-miss/Adverse Event Information

- 304 -

No. Severity of 
event Summary of event Background and causal 

factors
Improvement 

measures
[Process: Cooking]

4 Death

It was the eighth day after the patient had 
undergone left femur osteosynthesis for a 
left intertrochanteric femoral fracture. As 
the patient had dysphagia due to cerebral 
hypoxia, he had been prescribed minced 
food and was placed in a wheelchair, 
with hisfood being served on the overbed 
table; the patient used a spoon to feed 
himself, with his wife in attendance, but 
he aspirated some of the food while eating 
and his airway became blocked, causing 
asphyxia. The patient’s wife reported 
that his condition was strange, so the 
medical personnel rushed to his bedside 
and carried out emergency treatment 
(including aspiration of the airway, 
endotracheal intubation and artificial 
respiration).

The patient had dysphagia 
and a history of aspiration, 
so he was being observed 
daily during meals, to check 
for signs of aspiration, such 
as choking or coughing fits. 
On the day of the adverse 
event, the patient’s wife was 
visiting and was present 
during the meal, so after 
the nurse transferred the 
patient to the wheelchair and 
served him his meal, s/he left 
his room and neglected to 
observe the situation while 
he was eating. Minced food 
was provided because of the 
patient’s dysphagia, but the 
ingredients in the soup had 
not been minced up. A stew 
was provided on the day of the 
adverse event, but it contained 
broccoli, carrot and chicken 
that had not been minced up. 
When emergency treatment 
was provided, a piece of 
broccoli was found in the 
back of the patient’s throat.

• A process has been 
introduced whereby a 
feeding and swallowing 
checklist is used to 
observe and evaluate 
patients with dysphagia, 
and this has been 
incorporated into the 
nursing plan.

• The process for preparing 
minced food has been 
revised so that all of the 
ingredients in soup are 
also minced up.

5
High potential 

of residual 
disability

It was the patient’s third day on a diet of 
100% rice gruel. During the meal, there 
were no problems while the patient was 
eating and when the nurse spoke to him/
her, s/he said, “It’s delicious”. When the 
nurse subsequently visited the patient’s 
room, s/he found the patient limp in 
a sitting position, looking downward. 
The nurse used the nurse call button to 
inform the other nurses of the problem 
and immediately returned to patient to 
the bed and commenced resuscitation. 
When the patient was intubated after the 
physician arrived, a large piece of meat 
was found to be blocking the patient’s 
airway, so it was removed and the patient 
underwent endotracheal intubation. As 
a result of continuing cardiopulmonary 
resuscitation, the heartbeat resumed, 
but spontaneous respiration could not be 
observed, so the patient was transferred 
to ICU for respiratory care.

Meat that the patient could not 
completely bite through was 
provided as a side dish for a 
patient on 100% rice gruel. 
The meat was thin, but the 
pieces were large.

• The matter was discussed 
with the nutrition 
department and it was 
decided that soft foods 
should be provided as 
side dishes for those on 
100% rice gruel, with 
the number of pieces into 
which food is cut being 
increased (revision of 
the side dish menu for 
patients on 100% rice 
gruel).

• Although the possibility 
of this patient’s suffering 
a cerebral infarction 
cannot be denied, no 
problems had previously 
been observed when the 
patient was eating meals, 
and s/he had been able to 
eat unaided, with some 
assistance in delivering 
and removing the tray.

• In the event that the side 
dish is hard and difficult 
to chew, despite the fact 
that the staple dish is 
100% rice gruel, which 
is soft and easy to eat, 
it is necessary to take 
into consideration such 
matters as the size of the 
pieces of food in the side 
dish.
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event Summary of event Background and causal 

factors
Improvement 

measures
[Process: Ingestion]

6 Death

The patient was in the dining room at 
lunchtime. After a thickener was added and 
the meal was served, the patient began to eat 
unaided. About ten minutes later, the patient 
coughed up a small amount of his/her meal, 
so Nurse A tapped the patient on the back 
and told him/her to have a rest. The patient 
began to eat unaided again, so the nurse 
watched over him/her, by his/her side. At the 
time of the nurses’ shift change, the patient 
was pushing his/her meal around the plate 
with a spoon, without eating it. When Nurse 
B brought half a teaspoon of rice gruel to the 
patient’s lips, s/he opened his/her mouth, so 
the nurse put it in. Shortly after, the patient 
began to chew and swallowed, but s/he did 
not choke. After swallowing, the patient 
opened his/her mouth again, so the nurse 
put another half-teaspoon of rice gruel in. 
The patient then had a coughing fit and 
some nasal discharge emerged, so the nurse 
tapped him/her on the back. Immediately 
afterward, both upper limbs began to 
tremble and the patient’s complexion became 
pallid and s/he ceased reacting when his/her 
name was called.

The patient had impaired 
consciousness and dysphagia. There 
was insufficient observation of 
the patient after the first time s/he 
coughed during the meal. There was 
inadequate handover at the time of 
the nurses’ shift change.

• Implementing more 
stringent observation when 
providing meal assistance 
and reporting to the 
physician in the event of 
a change in the situation 
in regard to chewing or 
swallowing.

• Ensuring that information 
about what has been 
observed is shared during 
shift change handovers, so 
that seamless nursing can 
be provided.

7 Death

The patient suffered a cerebral contusion 
and was diagnosed with an organic mental 
disorder, and was admitted due to delusions 
and hallucinations. As a result of adjustment 
of the patient’s medication, his/her condition 
improved to the extent that restrictions on 
his/her movement could be lifted. S/he was 
self-reliant in activities of daily living, but 
began to choke occasionally at meals, so s/he 
was kept under observation, paying attention 
to the risk of aspiration. It was explained 
that s/he should take his/her meals in the 
dining room, but s/he mainly ate in his/her 
room. Before lunch on the day in question, 
Primary Nurse A, who was looking after 
him/her, encouraged the patient to eat his/
her meal in the dining room with the other 
patients, so that the nurse could observe 
his/her meal intake situation, but after 
receiving his/her tray from Nurse B, s/he 
took it back to his/her own room. Nurse A 
went to the patient’s room, because s/he 
was not in the dining room, and discovered 
the patient collapsed on the floor beside 
the bed. When discovered, the patient 
was in cardiopulmonary arrest, so an 
emergency call was made to the physician 
immediately and resuscitation commenced. 
The physician responded to the emergency 
call and came to the ward immediately, 
where s/he commenced resuscitation. When 
resuscitation was commenced, a meatball 
thought to have been stuck in the patient’s 
throat was removed.

The nurses within the module, 
including the primary nurse, were 
aware of the possibility of aspiration 
in this patient, but this knowledge 
was not shared adequately with 
nurses in other modules. Due to 
inadequate sharing of information, 
although the primary nurse 
encouraged the patient to take his/
her meal in the dining room on the 
day in question as well, the other 
nurse handed the tray to the patient, 
leading to him/her taking his/her 
meal in his/her room. There is a 
risk of aspiration in all psychiatric 
patients receiving drug therapy, 
and it is necessary to supervise 
patients with a particularly high 
risk of asphyxia, but patients taking 
meals in their own rooms leads to 
staffing shortages. There are lids 
on each plate before and during 
serving. Accordingly, it is difficult 
to ascertain the content of the meal 
before it is served and to adjust the 
timing of meal delivery, or cut the 
meal up into pieces before giving 
it to patients so that it is harder 
for aspiration to occur. Due to the 
patient’s own lifestyle background 
and personality, s/he was unable to 
take meals with the other patients. 
The food removed was a meatball 
measuring 3cm in diameter, which 
was the standard size and had been 
boiled until it was soft.

•  It has been made a general 
rule that patients with a 
high risk of aspiration 
and asphyxia shall eat in 
the dining room without 
fail, and the names of 
the patients concerned 
are clearly stated on 
the whiteboard in the 
staffroom, so that all staff 
are aware of them.

• Patients listed on the 
whiteboard now have their 
meals served by their 
primary nurse.

• If there is a risk of 
aspiration and asphyxia, 
it is now explained to 
patients families as well 
that the patient is to eat 
in the dining room, rather 
than their own room, in 
order to ensure widespread 
awareness of this fact.

• Discussions have been 
held with the nutrition 
management office 
concerning ingredients 
that can easily lead to 
aspiration and asphyxia.

• Ensuring thorough 
adherence to the processes 
of checking the menu 
before serving meals, in 
order to confirm what 
ingredients have been 
used.
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8
High potential 

of residual 
disability

At breakfast, one of five patients 
who were to receive bread (two 
slices of bread in plastic wrap) 
returned the bread, saying, “I’m 
not going to eat it.” In order to 
prevent the food being stolen, 
the night nurse immediately 
put the bread, which had been 
placed on top of the automated 
sphygmomanometer in the 
records room, into the waste bin. 
Afterwards, another nurse placed 
the waste bin in the hallway. A 
patient found the bread in the 
waste bin and took it out, and 
walked away while eating; s/
he was found collapsed in the 
corridor near his/her room, 
suffering asphyxia. Hearing a 
thud, the nursing assistant went 
out into the corridor and found 
the patient in question, and 
immediately reported this to a 
nurse. When the nurse rushed to 
the scene, the patient had facial 
cyanosis and there was bread 
stuck in the oral cavity; the 
patient did not react when his/
her name was called and s/he was 
found to have lost bowel control.

The previous month, the patient in 
question had also stolen a meal for 
another patient, which had been left 
on the counter. The patient continued 
to experience hypomania. There was 
an awareness that s/he was one of 
the patients with the highest risk of 
stealing food. S/he had taken food 
out of the waste bin and eaten it on a 
previous occasion as well, so it was 
usually placed in the records room, 
but whenever the bin became full, it 
was always placed in the hallway. The 
nurse who put the waste bin out knew 
that it should not normally be placed 
in the hallway, but s/he was unaware 
that a patient might pick up and eat 
the bread that had been thrown away. 
The nurse in question, who had begun 
working on the ward concerned due 
to a staff transfer, had not received 
an explanation about such matters as 
the risk of food being stolen. No-one 
had been assigned responsibility for 
monitoring the waste bins. There was 
no rule about checking the content of 
the waste bin before putting it in the 
hallway. Other nurses found food in 
the waste bin, but did not retrieve it, as 
they did not perceive it to be a risk.

•  Ensuring that the waste 
bin does not leave the 
records room.

• Placing an empty 
garbage bag in the 
hallway and, after each 
use, returning it to 
the records room and 
discarding the content 
in the waste bin.

• Not throwing food away 
in a place where it can 
be spotted by patients.

• Ensuring thorough 
adherence to the process 
of observation at 
mealtimes, and sharing 
information about 
patients with a high 
risk of food theft and 
asphyxia.

(ii) Consideration of medical adverse events involving aspiration related to meals
In the 24th Quarterly Report, the “Example of a Process Flow Related to Meals” was used in regard to cases of 
provision or ingestion other than as ordered, in order to present details of the relevant medical adverse events 
and identify processes in which the potential exists to prevent medical adverse events (24th Quarterly Report, 
pp.113-115, Fig. III-2-18 - 20). Moreover, in the same way, the processes for cases involving the provision or 
ingestion of an allergen were presented in the 25th Quarterly Report (see above, pp.292-294, Fig. III-2-43 - 45). 
Similarly, some of the examples in the outline of reported medical adverse events involving aspiration related 
to meals (Fig. III-2-14) were analyzed in the 26th Quarterly Report using the Example of a Process Flow 
Related to Meals. The details of the events reported as medical adverse events and the details inferred from 
these are shown in red. Moreover, processes in which the potential exists to prevent medical adverse events 
if the proper process were implemented are shown in blue (Fig. III-2-52 & 53). Comparing the processes, one 
can see that there are a number of processes in which errors could be prevented, either on the ward or in the 
kitchen / nutrition department, depending on the case.
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■ Fig. III-2-52　Process Flow for Medical Adverse Event Summary No.1
This is a case in which a patient suffered aspiration after an order was issued for an ordinary meal, without 
gaining an adequate grasp of the situation in relation to feeding, such as the fact that a family member had 
been helping the patient to eat before admission and the fact that the patient only had three teeth. In this case, 
neither the physician nor the nurse gathered information about the patient’s pre-admission diet or activities of 
daily living, so the order was issued without a meal plan and the patient was provided with a meal that was 
unsuitable for her. The staff members concerned were aware of the fact that it was necessary to watch over the 
patient, due to her situation, but did not check the content of the meal. In this kind of case, it is difficult for the 
kitchen / nutrition department to identify the risk of aspiration in regard to the patient.

<Ward> <Kitchen / nutrition department>

Patient Physician Nurse / 
assistant nurse

Nursing 
assistant Server Registered dietician / 

dietician
Cook / 

kitchen staff

Explanation to 
patient

Dietary order
[Details of event]

Ordered a kidney diet.
(No order for dishes such as 
soft vegetables or rice gruel)

Input

Dietary order 
received

Dietary order 
received

Dietary order 
checked

Problem

Problem

Problem

No 
problem

No 
problem

problem

No 
problem

Aspirated food

No 
problem

Counting / creation of 
meal information cards

Cooking order 
received

Clearing trays away

Observation of 
ingestion situation

[Details of event] Watched the 
patient take only 3 mouthfuls, 

then left the room.

Cooking order 
[Details of event] No order for 
soft food or rice gruel, so provided 
cooked rice..

Cooking 
order checked 

Serving

Served [Details of event] 
Adjusted bed to about 90° and 
served meal.

[Preventative process]
There is a possibility that a meal order suitable for the 

patient could have been created if information gathering 
concerning meals had been carried out properly, by 

means such as a patient interview sheet.

Cooking

Note) The “Example of a Process Flow Related to Meals” has been created with reference to events reported to this Department.

Provision of 
information

[Details of event]
Had dementia. 

Only 3 front teeth. 
Patient interview sheet 

blank.

Meal plan [Details of event]
Had the understanding that patient was taking meals 
normally.

Ingestion  
[Details of event] 
Consumed meal.

Dietary order 
checked

[Details of event]
Did not check the 

style of meal.

[Preventative process]
There is a possibility 
that the style of meal 

could have been changed 
if details of the meals 
suitable for the patient 

had been checked when 
interviewing the patient 
to fill in details for his/
her patient interview 

sheet.

[Preventative process]
There is a possibility that 
changing the content of 

the meal could have been 
considered, if a check had 

been carried out at the 
time of serving, focusing 
on whether the meal was 
suitable for the patient’s 

condition.

[Preventative process]
There is a possibility that the nurse could have done something 

if s/he had continued to monitor the patient while eating and 
evaluated whether the content of the meal was suitable.
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■ Fig. III-2-53 Process Flow for Medical Adverse Event Summary No.4
This is a case in which minced food was ordered, appropriate to the patient’s condition, but the patient was 
given stew as a side dish, in which the ingredients had not been minced up, and the patient aspirated some of 
the food. In this case, there was a difference between the content of the meal ordered and the content of the 
meal provided, which was due to a difference in understanding between the person ordering the meal and 
the kitchen / nutrition department in regard to the meaning of “minced food”. Moreover, there is a possibility 
that there was inadequate checking of the meal order and the content of the meal when serving it on the ward. 
Furthermore, the patient required monitoring during meals, but this was not carried out adequately, because a 
family member of the patient was in attendance.

<Ward> <Kitchen / nutrition department>

Patient Physician Nurse / 
assistant nurse

Nursing 
assistant Server Registered dietician / 

dietician
Cook / 

kitchen staff

Explanation to 
patient

Dietary order
[Details of event]
Ordered minced food.

Input

Dietary order 
received

Dietary order 
received

Dietary order 
checked

Problem

ProblemProblem

No problem

problem

No 
problem

Aspirated food

No 
problem

No 
problem

Counting / creation of 
meal information cards

Cooking order 
received

Clearing trays away

Observation of 
ingestion situation

[Details of event] Left the room 
because a family member was 

with the patient.

Cooking order 
[Details of event] Decided to 
provide stew as the side dish 
for the minced food.

Cooking 
order checked 

Serving

Served [Details of event] Seated 
the patient in a wheelchair and served 
the meal on the overbed table.

[Preventative process]
There is a possibility that 
the event could have been 
prevented if consideration 
had been given to selecting 

a meal suitable for a 
patient for whom minced 
food had been ordered, 

and to the size of the 
ingredients.

[Preventative process]
There is a possibility 

that measures to 
prevent this event 
could have been 
devised, such as 

cutting the food into 
small pieces, if a check 

had been carried out 
at the time of serving, 
focusing on whether 
the meal was suitable 

for the patient’s 
condition.

Note) The “Example of a Process Flow Related to Meals” has been created with reference to events reported to this Department.

Provision of 
information

[Details of event]
Had dysphagia due to 

cerebral hypoxia

Meal plan  
[Details of event]
Decided the style of meal should 
be minced food.

Ingestion  
[Details of event] Was 
eating unaided, with 
a family member in 
attendance.

Dietary order 
checked

[Preventative process]
There is a possibility that a faster response could have 
been provided if the patient had been monitored while 

eating in the same way as usual.

Cooking 
[Details of event] Did not mince 
up the ingredients in the stew 
(broccoli, carrot, chicken).
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(iii) Background and causal factors behind medical adverse events involving aspiration
A) Background and causal factors detailed in the reported events
The reported events involving aspiration have been classified according to the circumstances surrounding 
the provision of the food (Fig. III-2-54). In most cases, the aspiration occurred as a result of consuming meals 
provided by the medical institution. However, among the reported events were cases caused by food other than 
meals provided to the patient by the medical institution, such as a case in which the patient was found to have 
a defect in the passage of food into the gastrointestinal tract and the risk of aspiration was explained to the 
patient, but he aspirated some food when eating something brought in by a family member, and a case in which 
a patient aspirated some food when consuming a meal provided to another patient.

Fig. III-2-54 Circumstances Surrounding the Provision of Food
Provided to the patient by the medical institution 170
Brought in by a family member, etc. 9
Provided to another patient 7

Next, the foods noted in the reported cases as having been aspirated have been classified (Fig. III-2-55). Many 
cases involved staple dishes, such as rice or bread, but a wide range of foods was specified, suggesting the 
possibility that any kind of food can cause aspiration, irrespective of its shape, degree of hardness, or other 
properties.
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Fig. III-2-55 Foods Aspirated

Classification Item aspirated
Number 

of 
events

Classification Item aspirated
Number 

of 
events

Rice

Cooked rice 10
Seaweed

Wakame seaweed 　２
100% rice gruel ５ Kelp 　１
50% rice gruel １

Vegetables

Broccoli 　３
Rice gruel with vegetables 
& fish １ Eggplant 　２

Sushi １ Minced food 　１
Rice with red beans １ Cucumber 　１

Bread

Bread 13 Sweetcorn 　１
White bread ２ Salad 　１
Pancakes １ Mushrooms 　１
Melonpan (sweet bun) １ Shiitake mushrooms 　１
Bread roll １ Baby broccoli 　１
Steamed bread １ Stuffed cabbage 　１

Noodles
Udon noodles １ Potato salad 　１
Soumen noodle soup １ Side dishes 　１
Pasta 　１ Leafy vegetables 　１

Meat

Chicken 　４

Fruit

Satsuma orange 　２
Pork 　１ Lemon 　２
Beef 　１ Kiwifruit 　１
Meat 　１ Pineapple 　１
Hamburger steak 　１ Banana 　１
Meatballs 　１ Grapes 　１

Fish and 
shellfish

Raw fish 　２ Melon 　１
Prawns 　１ Watermelon 　１
Scallops 　１ Fruit 　１
Minced fish 　１

Nutritional 
supplements

Terumeal 　２

Eggs

Eggs 　３ AIALL 　１
Omelette 　２ Energy Jelly 　１
Fried egg 　１

Snacks

Jelly 　２
Egg soup 　１ Ice cream 　１

Milk and dairy 
products

Yogurt 　１ Crackers 　１
Milk 　１ Nata de coco (coconut gel) 　１
Milk formula 　１ Custard pudding 　１

Beans and bean 
products

Tofu 　３ Hot cakes 　１
Fried bean curd 　１ Potato chips 　１

Tofu hamburger steak 　１
Sakuramochi (sweet made 
from glutinous rice and 
bean paste)

　１

Processed food

Konjac 　４ Stewed apple 　１
Konjac noodles 　２

Other

Liquid food (viscous) 　２
Kamaboko steamed fish 
paste 　１ Soup 　１

Hanpen fishcake 　１ Liquidized food 　１
Boiled fish-paste products 　１ Wheat starch 　１

Unknown — 72
*Multiple foods listed in some cases
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Furthermore, when the patients were classified by age (Fig. III-2-56), it was found that most medical adverse 
events involving aspiration related to meals occurred among elderly people aged 70 or over. In addition, the 
cases were classified according to the condition of the patient immediately beforehand, which is an item selected 
when reporting adverse events. Conditions such as “gait disturbance”, “bed rest” and “lower limb disability” 
were most common, but multiple responses were permitted, suggesting that these had been selected along with 
the cause of the event that had an impact on eating behavior, such as “dementia/amnesia”, “psychiatric disorder” 
or “impaired consciousness”, or that they were selected because the patient was elderly. In the text box for 
cases in which “Other” had been selected for the condition of the patient immediately beforehand, “dysphagia” 
was cited in ten cases, while other conditions listed included “terminal”, “dehydrated/malnourished”, and “no 
particular disability”.

Looking at the “causes of event” selected when reporting medical adverse events, the most common was 
“neglected to observe”, followed by “misjudgment”, “neglected to check” and “inadequate coordination” (Fig. 
III-2-58). Looking at what was specified in reports in which “Other” was selected in regard to the question 
about causes of the event, one can see that “problem with the environment” was cited in nine cases, but that 
other reports stated that “the patient was observed while being assisted with the meal, but aspiration occurred”, 
“it could not be predicted”, or “nothing in particular”. Moreover, in events involving aspiration related to 
meals, “patient side” was selected in relation to 18 cases, which differed from the causes of events involving 
provision or ingestion other than as ordered, which was highlighted in the 24th Quarterly Report (2010 Annual 
Report, p.233, Fig. III-2-32), and the causes of events involving provision or ingestion of an allergen, which was 
highlighted in the 2011 Annual Report (see above, p.295, Fig. III-2-48).

Fig. III-2-56　	
Age of Patient

Age of patient Number of events
0 - 9 years 1

10 - 19 years 1
20s 1
30s 7
40s 7
50s 11
60s 24
70s 58
80s 51
90s 13

Unknown 12

Fig. III-2-57 Condition of the Patient 
Immediately Beforehand

Condition of the patient immediately 
beforehand

Number of events

Gait disturbance 69
Dementia/amnesia 56
Bed rest 46
Lower limb disability 40
Psychiatric disorder 40
Upper limb disability 26
Impaired consciousness 23
Dysarthria 14
Under the influence of medication 13
Vision disorder 8
Hearing disorder 8
Other 42

*Multiple responses were permitted concerning the condition of the patient 
immediately beforehand.
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Fig. III-2-58 Causes of Event
Causes of event Number of events

Neglected to observe 84
Misjudgment 55
Neglected to check 30
Inadequate coordination 26
Patient side 18
Busy working condition 15
Inadequate knowledge 15
Inadequate (neglected) explanation to patient 14
Education/training 13
Computerized system 9
Delayed (neglected) reporting 9
Unusual physical condition 8
Deficiency of technique/skill 7
Inadequate documentation 4
System 3
Other items 3
Inadequate rules 2
Drug 2
Facility 2
Unusual psychological condition 2
Other 60

*Multiple responses were permitted concerning the causes of the event.

In addition, the specific details reported in the section “background and causal factors” in relation to the 186 
reported cases are shown below, sorted by category.

1) Concerning the gathering and sharing of information
○  The gathering of information from the family member who was the key contact was inadequate.
○  The information contained in the nursing summary and referral letter concerning such matters as the 

style of food consumed by the patient, the methods used to assist the patient when taking meals, and 
the content of the meals was not used effectively.

○  There were inadequate handovers or a lack of conferences concerning the patient’s condition (reduced 
chewing and swallowing functions, status of oral intake, such as risk of aspiration, nausea, situation 
concerning meals and feeding, etc.), and insufficient sharing of information among nursing staff and 
allied health professionals.

○  There was inadequate handover at the time of the nurses’ shift change. Alternatively, there was 
inadequate transmission of patient information when transferring patients between wards.

○  The speech therapist gave a verbal order that “the patient needs to be watched during meals”, but this 
was not conveyed.

○  The system was such that if the dietary order slip did not state “bread prohibited”, the patient would be 
served bread for breakfast, irrespective of the type of staple dish, but this was not common knowledge 
among staff members, including the physicians and nurses.

2) Concerning evaluation of the feeding situation
○  The disclosure concerning the patient (by his/her family and staff at the facility where s/he lived) at the 

time of admission and the evaluation of the patient’s actual feeding and swallowing function differed.
○  There was insufficient regular monitoring of swallowing function and ability to consume meals. 

Alternatively, the style of meal was changed after evaluation, but the nursing plan was not revised or 
evaluated.

○  A feeding and swallowing evaluation chart was not used, and little was written in the nursing records 
concerning the situation in relation to consuming meals, so the patient’s condition in regard to 
swallowing was not evaluated.

○  The patient did not choke, so s/he was evaluated as being able to eat well, with no risk of aspiration.
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3) Concerning explanations
○  The risk in relation to swallowing had been explained to the patient’s family, but they did not understand 

this sufficiently.
○  The guidance provided to the patient’s family about the potential for aspiration was inadequate.
○  The physician and nurse had explained to the patient that s/he should not consume anything other than 

hospital food, but his/her understanding and cooperation could not be secured.

4) Concerning factors on the side of the patient and family
○  There was a possibility of dysphagia and reduced chewing function due to the patient’s complaint, as 

well as vocal cord paralysis due to long-term intubation following surgery.
○  The patient had reduced swallowing function due to the use of drugs.
○  The patient had abnormal eating behavior due to his/her psychological symptoms, such as dementia 

and psychiatric disorder.
○  The patient was elderly.
○  Due to the nature of his/her condition, it was difficult for the patient to take meals in an appropriate 

position, such as in the lateral position or with the bed raised at an angle of 30°.
○  The patient was accustomed to putting a large amount of food in his/her mouth, or sometimes took 

(drank) meals without using his/her dentures.
○  The patient stole other patients’ meals. Alternatively, the patients exchanged snacks among themselves.
○  The patient or a family member expressed a strong preference regarding the style of meal, such as oral 

intake or bread-based meals, or a family member fed the patient food brought in by his/her family.

5) Concerning menus and cooking
○  The patient was on rice gruel with food minced into bite-sized pieces, but it was accompanied by a 

single satsuma orange that had not been split into segments.
○  The patient was on a 50% vegetarian diet, but was served inappropriate food, such as stuffed cabbage 

and hard fried eggs.
○  Meat that the patient could not completely bite through was provided for a patient on 100% rice gruel.
○  The provision of mochi (glutinous rice cakes) was prohibited, but glutinous rice with red beans was 

provided twice in the space of a year.
○  There was no awareness that konjac noodles were a food with the potential to cause aspiration.
○  Spices such as pepper were used in egg soup, despite the fact that these had the potential to cause 

choking due to irritation.
○  Ordinary meals were served to patients with no teeth or dentures.

6) Concerning involvement during meals
○  Despite the fact that the nurse was aware of the aspiration risk and a thickener had been being used, 

aspiration had not occurred recently, so the thickener was not used. Moreover, it was difficult to 
adjust the thickness to suit the patient (it differed depending on the temperature of the food, the room 
temperature, and the time that had passed since the food was made).

○  Nurses became busy with other duties, such as handover or administering drugs, or were dealing with 
other patients, so became negligent about watching or monitoring patients during meals.

○  The nurse left the patient’s side because s/he judged that the patient was able to take meals unaided or 
because a member of the patient’s family was present.

○  The observation of the oral cavity by the nurse when the patient coughed or after meals was inadequate.

7) Concerning the environment
○  The patient was being managed in a private room, due to his/her condition.
○  The table was in a set position, due to the patient’s preference, but this meant that the patient was half 

turned away from the nurse, making it hard to see the situation while eating.
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○  Due to the patient’s own lifestyle background, s/he was unable to take meals with the other patients, 
and took meals in his/her own room.

○  There are cases in which, after collecting the trolley for gathering the trays from the nutrition department, 
another trolley for gathering the trays is provided, so the leftovers collected late are left on this second 
tray for a long time.

○  Checks of the suction device in the day room had not been carried out.

8) Concerning staffing
○  The meal took an hour, because the patient was being fed slowly, and it was difficult for the nurse to 

be present to observe the whole time, as this was occurring during a busy period on the night shift (8 
patients, 4 respirators, 3 nurses). The patient’s family member was also elderly and in poor health, so 
could not be expected to be in attendance.

○  Four nurses were serving meals and providing assistance for all of the patients on the ward (approximately 
50).

○  It was a Sunday, so there were few nurses and it was not possible to remain by the patient’s side after 
serving the meal.

B)  Background and causal factors pointed out by the Expert Analysis Group and the 
Comprehensive Evaluation Panel

Of the 186 cases reported by medical institutions, the Expert Analysis Group and the Comprehensive Evaluation 
Panel considered the cases detailed in the outline of medical adverse events involving aspiration related to 
meals (see above, pp.302-306, Fig. III-2-51) and pointed out that, in addition to the background and causal 
factors cited in those reports, it is also vital to take into account the following background and causal factors.

1) Concerning evaluation of the feeding situation
○  In the event that the examination determines that there is no pharyngoplegia, it is necessary to check 

whether the larynx has been evaluated.
○  When esophageal fluoroscopy revealed that there was a defect in the passage of food, surely it was 

necessary to consider stopping all meals? The nurse involved only had six months of occupational 
experience, so there is a possibility that it was difficult to determine the timing of when to tell the 
patient that meals would be stopped.

2) Concerning the entry of data
○  It appears that at present, the default setting for the first meal upon admission is “ordinary meal (regular 

diet)”.
○  There are many places where nurses enter meal orders on behalf of physicians, and even when physicians 

themselves issue orders concerning the content of meals, it appears that the current situation is such 
that the nurses actually make the decisions about such matters as the hardness of the meal.

3) Concerning explanations
○  There are cases in which the potential for aspiration is explained to the patient and/or family, but it 

appears that the information provided is inadequate or information is not shared fully.

4) Concerning menus and cooking
○  The order for minced food appears not to have a consistent meaning within the hospital, with staff 

members unclear as to whether it means that the whole meal should be minced or just part of it.
○  When 100% rice gruel is selected as the staple dish, it is hard to ascertain whether the whole of the meal 

has to be the same consistency as 100% rice gruel or whether it simply means that the patient’s personal 
preference is for 100% rice gruel rather than standard cooked rice.

5) Concerning involvement during meals
○  It is not possible to infer from the events reported, but is it not vital not merely to hand meals to patients, 

but also to ensure that they are in a suitable position and posture in order to take their meals?

6) Concerning the environment
○  Even if those providing meals formulate measures, aspiration related to meals is also affected by factors 
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on the patient’s side, such as the consumption of food other than that provided by the medical institution 
and the patient’s method of eating, so is it not important to treat aspiration resulting from meals as 
something that should occur, clearly stipulating the relevant procedures in manuals and preparing the 
relevant equipment, so that a prompt response can be forthcoming in the event that this occurs?

7) Other
○  While those providing meals want patients to take them orally as far as possible, do they not also feel 

that they must make the patients eat as much of the food provided as possible?
○  Compared with the ages of the patients who have suffered aspiration resulting from meals, the medical 

personnel caring for them are young and few have actual experience of wearing dentures or having 
dysphagia, so it would appear that there is a gap in terms of bodily functions, between the actual bodily 
functions of the patients and the perception of medical personnel.

(iv) Impact of aspiration resulting from meals
The 186 cases of aspiration related to meals have been classified according to the severity of the event (Fig. 
III-2-59). As described above, among the events involving aspiration related to meals were many cases that had 
a severe impact on the patient, such as death or entailing a “possibility of residual impairment (high)”, due to 
food or a similar substance entering the larynx or trachea by mistake for some reason.

Fig. III-2-59 Severity of Event
Severity of event Number of events

Death 60
Possibility of residual impairment (high) 69
Possibility of residual impairment (low) 24
No possibility of residual impairment 14
No impairment 13
Unknown 6

(v)  Improvement measures at medical institutions at which medical adverse events involving 
aspiration related to meals occurred

A) Improvement measures detailed in the reported events
Some of the measures reported in the section “improvement measures” in relation to the reported cases are 
shown below, divided into the relevant categories.

1) Concerning the gathering and sharing of information
○  Ensuring thorough adherence to the process of ascertaining the patient’s pre-admission meal intake 

situation, making use of information from the patient, family members, the nursing summary, and the 
referral letter, and carefully selecting the content of the meal.

○  Ensuring that information about what has been observed is shared during shift change handovers, so 
that seamless nursing can be provided.

○  Evaluating swallowing function as part of a programmatic approach in partnership with the speech 
therapist, and holding conferences with the patient, their family, the attending physician, ward staff, the 
speech therapist, and the dietician.

○  Ensuring that both physicians and nurses gain an adequate understanding of the condition of the 
patient’s swallowing function and airway, make appropriate changes to the assistance provided in 
relation to meals, such as the meal type, quantity and ingestion method, only after conducting frequent 
evaluations, and share information with other staff members concerning these matters.

2) Concerning evaluation
○  Checking patient information on the summary from the other medical institution and reflecting this in 

the nursing plan.
○  Formulating a nursing plan (dementia: behavioral characteristics, status of chewing and swallowing, 

etc.; psychiatric disorders: meal intake status, preferences, etc.) at the time of admission. Moreover, 
introducing a process whereby a feeding and swallowing checklist is used to observe and evaluate 
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patients with dysphagia, and this has been incorporated into the nursing plan.
○  Evaluating more carefully the patient’s ability to swallow based on an evaluation of their alertness, 

cognitive skills and swallowing function (test using water only, test based on repeated swallowing of 
saliva, etc.)

○  In relation to elderly patients and patients suspected of having problems with swallowing function, 
making judgments in collaboration with the speech therapist and/or physician.

○  In the event that the side dishes are to take a particular form (e.g. minced or in paste form), assuming 
that there is a problem with the patient’s masticatory force and issuing the order only after evaluating 
whether the patient can eat bread-based meals.

○  Altering the form of the meal according to the patient’s feeding situation.

3) Concerning explanations
○  In the case of patients with the potential for aspiration, obtaining the cooperation of their family 

members as well by explaining the risks, how to prevent aspiration, and precautions when providing 
assistance with meals, as well as warning them about bringing foods in for the patient and telling them 
to inform a nurse if they have brought food for the patient.

○  Providing guidance for family members and explaining to them by means of pamphlets that oral 
ingestion is not recommended.

○  Making thorough efforts to ensure that they understand the importance of wearing dentures during 
meals.

○  Clearly stipulating in pamphlets provided upon admission that it is prohibited to give patients snacks, 
so that patients and their families are fully aware of this.

4) Concerning menus and cooking
○  Revising the process for preparing minced food, so that all of the ingredients in soup are also minced 

up.
○  In the case of soft vegetarian meals, ensuring that large lumps of food are cut into bite-sized pieces 

before serving the meal.
○  Considering the methods used to serve bread. Moreover, if the staple dish is anything less than 100% 

rice gruel (such as 50% or 70% rice gruel), ensuring that the ordered staple food is provided and not 
bread, regardless of whether the order states that bread is prohibited.

○  Taking into consideration not only the style of the meal, including the staple dish and side dishes, but 
also the format of the fruit and other items served with it.

○  Rethinking the ingredients that are suitable as meals for patients and clearly distinguishing ordinary 
vegetables from soft vegetables. Conducting a survey of cooking methods and menus that include 
ingredients that are dangerous to patients, in order to improve cooking methods and change menus.

○  Having the Nutrition Management Committee consider the content and style of meals provided to 
elderly people. Moreover, standardizing side dishes for those aged 85 or above so that all such patients 
are served soft vegetables.

○  Giving consideration to menus that use spices.
○  Having the nutrition department revise the list of meal forms and distribute the revised version to the 

wards, so that appropriate meals can be selected on the wards.
○  Contacting the nutrition department with details of patients with no teeth (without even dentures), so 

that consideration can be given to the appropriate style of meal.

5) Concerning the environment
○  When changing the style of meal for patients with dysphagia, putting in place an environment that 

enables them to be monitored at all times while eating.
○  Ensuring that patients can take their meals in an environment in which it is easy to watch over them, 

such as having them take their meals in the day room, as far as possible, even they are in a private room.
○  Lending patients personal lockers in which they can keep snacks, if they are permitted to bring snacks 
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in, and having them store their snacks in those lockers.
○  Ensuring that team leaders carry out checks of suction equipment before each meal and, as well as 

having a suction device on the wall, changing the location in which the portable suction device is stored 
to a position beside the nurses’ station.○ Placing a suction device in the dining room and keeping a 
stretcher in a position in which it can be brought out immediately.

6) Concerning staffing
○  Developing and adjusting the operational system so that patients can be kept under observation until all 

patients have finished their meals.
○  Ensuring that assistance with meals at night for those with a reduced cognitive level is carried out 

carefully, taking contingencies into account, and is only carried out after securing the necessary 
manpower.

○  As it is difficult to increase staff immediately (particularly at night), responding to the situation in the 
interim by making it possible to deploy the requisite staff according to the severity of the patient’s 
condition and the necessity of nursing.

○  Having a speech therapist or occupational therapist present when providing meal assistance for patients 
who have experienced repeated episodes of aspiration.

7) Ensuring awareness among staff and providing them with education
○  All staff members have been made fully aware of cases of adverse events.
○  Training in first aid in the event of aspiration has been provided on each ward.
○  Workshops including practical exercises have been held concerning responses in the event of aspiration 

(how to use the suction device and how to carry out endotracheal intubation).
○  A nurse certified in feeding and dysphagia nursing has provided training in providing care to ensure 

that patients can continue safely to take food orally.
○  Receiving swallowing guidance from a speech therapist and endeavoring to ensure that patients can 

safely take food orally.
○  Holding workshops concerning feeding and swallowing function assessment.

In addition, in terms of day-to-day measures concerning aspiration related to meals, there was a case in which 
nurses provided very careful meal assistance, ordering patients to swallow several times with an empty mouth, 
even after drinking, in order to prevent aspiration; moreover, there was a medical institution that held three 
training sessions annually concerning meals, with lectures concerning basic techniques and knowledge based 
on the characteristics of elderly people, as well as assistance exercises organized with the cooperation of the 
nutrition department, in which participants took on the roles of patient and carer and actually experienced 
eating hospital food.

B)  Improvement measures pointed out by the Expert Analysis Group and the Comprehensive 
Evaluation Panel

Of the 186 cases reported by medical institutions, the Expert Analysis Group and the Comprehensive Evaluation 
Panel considered the cases detailed in the outline of medical adverse events involving aspiration related to 
meals (see above, pp.302-306, Fig. III-2-51) and pointed out that, in addition to the improvement measures cited 
in those reports, it is also vital to take into account the following improvement measures, from the perspective 
of preventing recurrence.

1) Concerning evaluation
○  At the time of the first meal provided to the patient, evaluating the suitability of the content (quantity, 

softness, etc.) for the patient before it is served, while it is being eaten and after it has been consumed.
○  Depending on the ingestion situation of the patient, considering halting the meal before the patient has 

eaten it.

2) Concerning the entry of data
○  Rather than making the default meal order “ordinary meal (regular diet)”, changing the default for 

patients aged 70 or above, for example, to a setting that takes into consideration safety and the risk of 
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aspiration, and altering it according to the patient’s age, condition and preferences.
○  When ordering a staple dish other than cooked rice, such as 100% rice gruel, making it possible to issue 

an order in such a way that it can be understood whether this is due to the patient’s condition or whether 
it relates to their personal preferences.

3) Concerning explanations
○  When providing explanations to patients and their families, explaining not only the risk of aspiration, 

but also the specific size of food that the patient can ingest and the way it should be eaten, or which 
kinds of foods are dangerous.

4) Concerning menus and cooking
○  Rather than mincing up the “ordinary meal (regular diet)” and making it softer, why not base meals for 

those requiring soft or minced up food on baby food, which is similar in consistency?
○  Ensuring that if the style of the staple dish has been changed, the style of the side dishes that go with 

it is also changed.

5) Concerning involvement during meals
○  Why not make the size of the meals provided to patients smaller and then provide them with another 

helping if they finish the first?
○  Being aware that patients sometimes exhibit unpredictable behavior due to their illnesses.
○  Predicting aspiration according to the patient’s condition, preparing and deploying the requisite items 

that enable staff members to respond in an emergency, and conducting regular checks of this equipment.

6) Other
○  Rather than having these matters considered within individual wards, establishing and making effective 

use of a hospital-wide swallowing team.
In addition, meals are a daily occurrence, so the act of eating is of great significance. Accordingly, it has been 
pointed out that in some respects, the desire to eat on the part of the patient runs counter to the transition to 
tube feeding, etc. based on safety considerations on the part of the medical team, so the question of how to 
guarantee the quality of health care is a major issue.

(2) The Current Status of Medical Near-miss Events Related to Meals

(a) Occurrence status
291 medical near-miss events related to meals were reported between July 1 and December 31, 2010, which 
was the period under analysis in the 2010 Annual Report. Subsequently, 301 events were reported during the 
period under analysis in this Annual Report (January 1 - June 30, 2011), making a total of 592 events. In this 
Annual Report, relevant events reported in the period under analysis have been added, and have been classified 
and tabulated in the same way as medical adverse events.

(b) Details of medical near-miss events related to meals
The 592 medical near-miss events reported between July 1, 2010 and June 30, 2011 have been classified 
according to their content, with the number of occurrences being tabulated (Fig. III-2-60). Moreover, the 
content of the reported events has been analyzed and then classified and summarized using the example of a 
process flow related to meals and common errors (Fig. III-2-61).

Fig. III-2-60　Details of medical near-miss events related to meals
Details Number of events

Provision or ingestion other than as ordered 380
Provision or ingestion of an allergen 26
Contamination with a foreign substance 65
Swallowing a foreign object 5
Not provided 81
Aspiration 14
Others 21
Total 592
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Fig. III-2-61　Classification of Medical Near-miss Events Based on the Example of a Process Flow 
Related to Meals and Common Errors

Process Classification of common errors

Details of event

Total

Provision 
or 

ingestion 
other 

than as 
ordered

Provision 
or 

ingestion 
of an 

allergen

Contamination 
with a foreign 

substance

Swallowing 
a foreign 

object
Not 

provided Aspiration Other

Meal plan Unplanned 0 0 0 0 0 0 0 0
Lack of evaluation 1 0 0 1 0 2 0 4

Dietary order

No order 8 0 0 0 0 0 0 8
Mistake in the content of the 
dietary order 4 0 0 0 1 0 0 5
Mistake in the communication of 
the dietary order 2 0 0 0 0 0 0 2

Input No data input 32 2 0 0 3 0 0 37
Input error 15 0 0 0 9 0 1 25

Dietary order 
received

Dietary order not checked 24 1 0 0 0 0 1 26
Inadequate check of dietary order 61 1 0 0 16 1 1 80
System error 2 1 0 0 3 0 1 7

Explanation to 
patient

No explanation 8 0 0 0 0 0 0 8
Inadequate explanation 27 0 0 0 0 0 0 27
Lack of understanding by the 
patient 11 0 0 0 0 0 0 11

Counting / 
creation of meal 
information 
cards

Meal information card not created 0 1 0 0 9 0 0 10
Mistake in information on meal 
information card 9 0 0 0 2 1 0 12
Mistake in counting the number 
of meals 2 0 0 0 2 0 1 5

Cooking order

No order 1 1 0 0 1 0 0 3
Mistake in the content of the 
cooking order 0 0 0 0 0 0 0 0
Mistake in the communication of 
the cooking order 0 0 0 0 2 0 0 2

Cooking order 
received

Cooking order not checked 4 1 0 0 0 0 0 5
Inadequate check of cooking 
order 22 5 0 0 1 0 0 28

Cooking

Mistake in the selection of 
ingredients 2 4 1 0 0 2 4 13

Mistake in the style of food 3 0 0 0 0 0 0 3
Mistake in the quantity provided 9 0 0 0 0 0 0 9
Mistake in the content of special 
foods 7 2 0 0 0 0 0 9
Contamination with a foreign 
substance 0 0 64 0 0 0 0 64

Serving
Mistake in placement of meal 16 5 0 0 10 0 1 32
Misidentification of meal 
information card 0 0 0 0 1 0 2 3

Served

Not served 0 0 0 0 18 0 0 18
Served late 0 0 0 0 2 0 0 2
Mistake concerning the patient 51 1 0 0 0 0 0 52
Mistaken serving of meal when 
patient was to have his/her meal 
postponed or skipped

43 0 0 0 0 0 1 44

Ingestion

Inadequate observation / 
judgment 2 0 0 3 0 2 0 7

Inadequate sharing of information 8 1 0 0 0 0 0 9
Ingestion based on the patient’s 
own judgment 3 0 0 1 0 6 0 10

Clearing trays 
away

Meal not collected 0 0 0 0 0 0 1 1
Meal information card not 
collected 2 0 0 0 0 0 0 2

Unknown 1 0 0 0 1 0 7 9
Total 380 26 65 5 81 14 21 592

(c)  Medical near-miss events involving provision or ingestion of an allergen related to meals 
(published in the 25th Quarterly Report)

In the 25th Quarterly Report, the 18 medical near-miss events involving provision or ingestion of an allergen 
that were taken up as a theme and reported during the period July 1, 2010 to March 31, 2011 were classified in 
the same way as the reports for medical adverse events (Fig. III-2-62). As these are medical near-miss events, 
the majority involve cases in which the food allergen was provided to the patient but they did not ingest it. 
Moreover, two reports were received of medical near-miss events in which the allergen was ingested, but in 
both of these cases, the symptoms were mild, equivalent to Grade 1 in the aforementioned Grading of Food-
induced Anaphylaxis According to Severity of Clinical Symptoms (see above, p.298, Fig. III-2-49).
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Fig. III-2-62 Classification of Medical Near-miss Events Involving Provision or Ingestion of an 
Allergen Related to Meals

Content Number of events
Provision of an allergen 16
Ingestion of an allergen 2

The 18 cases involving provision or ingestion of an allergen have been classified according to the reasons why 
they were medical near-miss events and did not develop into medical adverse events (Fig. III-2-63). In most 
cases, the reason why the event did not develop into a medical adverse event was that the patient, their family, 
or one of the medical personnel noticed that the food contained an allergen before the patient ingested it.
Moreover, medical near-miss events involving provision or ingestion of an allergen have been classified 
according to the form of the allergen involved. In many cases, the form of the allergen in the meal provided was 
the ingredient in its original form, and even in cases in which it was contained as an ingredient in something 
else, it was something that could be detected, so it appears that this was the reason why many cases were 
prevented before the allergen was ingested. However, in one of the cases in which the allergenic food was 
ingested, the nurse noticed that one of the ingredients was an allergen, but fed it to the patient as s/he thought 
that it would be fine because it was a small piece; accordingly, education for medical professionals about food 
allergies is also required.

Fig. III-2-63
Reason Why it Was a Medical Near-miss Event Number of events

Noticed before ingestion

Patient noticed 5
Family member noticed 3
One of the medical personnel noticed 3
Details unclear 5

Ingested, but symptoms were mild 2

Fig. III-2-64

Allergen form Allergenic food Number of 
events

Ingredient in original form
Eggs, milk, prawns, crab, buckwheat noodles, mackerel, 
Japanese yam, wakame seaweed stems, melon, sesame, 
chicken, etc.

17

Contained in 
something else Custard pudding Eggs 1

(d)  Medical near-miss events involving aspiration in regard to meals (published in the 26th 
Quarterly Report)

In the 26th Quarterly Report, the 14 medical near-miss events involving provision or ingestion of an allergen 
that were taken up as a theme and reported during the period July 1, 2010 to June 30, 2011 were classified 
according to whether or not any medical procedures were carried out (Fig. III-2-65). Compared with the 
number of reports of medical adverse events, there were few cases of medical near-miss events involving 
aspiration in regard to meals. These have been classified according to the age of the patient (Fig. III-2-66) and 
their condition immediately beforehand (Fig. III-2-67), in the same way as medical adverse events involving 
aspiration in regard to meals. In all of the cases, the patient was aged 60 or above. In terms of the condition of 
the patient immediately beforehand, conditions that affect eating behavior, such as “psychiatric disorder” and 
“dementia/amnesia” were selected in many cases.
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Fig. III-2-65 Provision of Medical Treatment and Degree of Impact
Were any 
medical 

procedures 
carried out?

Degree of treatment Degree of impact Number of 
events

No —

It is likely that death or a serious situation would have resulted 4
It is likely that intensive treatment would have been required 2
It is likely that minor treatment would have been required or no 
treatment would have been necessary 1

Yes Minor treatment — 4

Fig. III-2-66  
Age of Patient

Age of patient Number of events
60s 3
70s 4
80s 5
90s 1

Unknown 1

The reported medical near-miss events involving aspiration related to meals have also been classified according 
to the method used to expel the aspirated food, based on the information detailed in the reports. Tapping on the 
back or removal of the contents from the oral cavity were used in most cases, and this information suggests 
that even in cases in which the patient is very old, it is possible to keep such incidents within the scope of a 
medical near-miss event, rather than a more serious situation, if the aspirated food is expelled from the oral 
cavity as quickly as possible.

Fig. III-2-68 Method Used to Expel the Aspirated Item
Method used to expel the aspirated item Number of events

Tapping on the back 3
Removal of contents of oral cavity 3
Suction 2
Tapping on the back and removal of contents of oral cavity 1
Heimlich maneuver 1
Details unclear 4

(3) Conclusion
Various medical adverse events occur in duties related to meals. Moreover, many medical near-miss events 
that did not result in a medical adverse event have also been reported. In this Annual Report, we have 
presented details of medical adverse events involving the provision or ingestion of an allergen related to meals, 
as well as process flows for some of these cases, and have provided a broad overview of such events as a 

Fig. III-2-67　Condition of the Patient Immediately 
Beforehand

Condition of the patient immediately beforehand Total
Psychiatric disorder 4
Dementia/amnesia 4
Gait disturbance 2
Impaired consciousness 1
Lower limb disability 1
Dysarthria 1
Vision disorder 1
Bed rest 1
Upper limb disability 1
Hearing disorder 1
Anesthetized or pre-/post-anesthesia 1
Under the influence of medication 1

*Multiple responses were permitted concerning the condition of the patient immediately 
beforehand.
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whole. Moreover, we have analyzed the background and causal factors involved in the reported events and 
the improvement measures proposed to deal with them, as well as analyzing the severity of cases involving 
provision or ingestion of an allergen (25th Quarterly Report).
The meals provided at medical institutions are not only positioned as part of patients’ treatment, they are 
also part of their daily lives. Accordingly, factors on the patient side can also affect duties related to meals, 
leading to various medical adverse events and near-miss events. In this Annual Report, we have presented 
details of medical adverse events involving aspiration, as well as process flows for some of these cases, and 
have analyzed them based on the background and causal factors and proposed improvement measures (26th 
Quarterly Report). It would be desirable for staff members at medical institutions to be aware of aspiration 
related to meals as a phenomenon that could occur at any time, and to establish a system that will permit a 
swift response at all times.
Moreover, in the 23rd Quarterly Report, a broad overview was provided of the details of medical adverse 
events related to meals, while the 24th Quarterly Report highlighted and analyzed events involving provision 
or ingestion other than as ordered involving meals. We hope that readers will find the content of the 23rd to the 
26th Quarterly Reports a useful source of reference for preventing the occurrence and recurrence of medical 
adverse events related to meals.
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[3] Medical Adverse Events Related to Self-administered Drugs
Self-administration of drugs by the patient or a family member is important in ensuring that the drugs that 
the patient is continuing to take even after discharge are being used correctly. Accordingly, it is a common 
practice, where possible, to begin entrusting self-administration of drugs to patients or a member of their 
family during the admission, so that they are able to continue to take or inject the drug after discharge. In 
doing so, many medical personnel are involved in facilitating the self-administration of drugs by patients, 
including the physician who prescribes the drug, the pharmacist who dispenses it, and the ward pharmacist 
and/or nurses who provide guidance to enable the patient to manage their own drugs. However, there are cases 
in which patients do not use drugs as ordered when they are administering their own drugs, such as when 
there are problems in relation to the patient’s understanding or assumptions concerning the oral medications 
or injections, when a diverse range of drugs have been prescribed because the patient is being seen at multiple 
clinical departments or medical facilities, or when patients have not received their drugs because of orders or 
the receipt of orders by medical personnel not being carried out as usual.

Accordingly, as part of this project, medical adverse events and near-miss events related to self-administered 
drugs in the form of oral medications and injection drugs for hospitalized patients have been highlighted as an 
individual theme, with details of cases being gathered and analyzed on an ongoing basis.

(1) The Current Status of Medical Adverse Events Related to Self-administered Drugs

(a) Occurrence status
Between July 2011 and June 2012, “Medical near-miss events related to drugs self-administered by hospitalized 
patients (oral medication and injections only)” were taken up as a medical near-miss information theme, with 
information about such events being gathered. The events related to drugs self-administered by hospitalized 
patients on which the Expert Analysis Group focused were cases in which hospitalized patients themselves 
managed the drugs that they had been prescribed, where it was clear that the patient concerned was self-
administering the drugs. Moreover, in the same way as the medical near-miss information theme, the focus 
was on oral medication or injection drugs.

Furthermore, self-administration of drugs included not only cases in which all drugs were managed by the 
patient (hereinafter referred to as “patient-administered”), but also cases in which a few days’ supply at a 
time, or only some of the drugs that the patient had been prescribed were managed by the patient, with the 
remainder being managed by medical personnel (hereinafter referred to as “partially patient-administered”) 
and cases in which the patient’s family managed the drugs because self-administration by the patient was 
difficult (hereinafter referred to as “family-administered”).

In this Annual Report, the 49 medical adverse events related to self-administered drugs (restricted to oral 
medication and injection drugs) that were reported between the start of this project and December 31, 2011 
have been analyzed.

(b) Classification of medical adverse events related to self-administered drugs
The 49 medical adverse events related to self-administered drugs that were reported during the collection 
period for this Annual Report have been classified according to the summary of the event (“drug mix-up”, 
“errors in the quantity of the drug”, “wrong method”, “not carried out”, “taken/injected when drug had been 
stopped”, “patient mix-up”, and “other”) and the stage at which it occurred (“ascertaining the status of oral/
injection drug administration”, “ordering/prescription”, “order acceptance/handover”, “dispensing/auditing”, 
“evaluation of self-administration”, “explanation/guidance to patient”, “drug handover”, “taking/injecting 
drug”, “checks/observation before/after taking/injecting drug”, “recovery of the drug”, and “other”), and the 
status of their occurrence has been tabulated (Fig. III-2-69). In the summary of medical adverse events related 
to self-administered drugs, errors in the quantity of the drug were the most common events, with 17 cases 
being reported, with the majority of these - 13 cases - being accounted for by overdoses. Moreover, looking 
at the stage at which they occurred, 12 cases occurred during “explanation/guidance to patient”, while 10 
occurred while “taking/injecting drug”.



III

III Current Analysis of Medical Near-miss/Adverse Event Information

- 324 -

Fig. III-2-69　Status of the Occurrence of Medical Adverse Events Related to Self-administered 
Drugs

Summary of event

Errors in the 
quantity of the 

drug

Wrong 
method

Not carried out

Ascertaining the status of oral/
injection drug administration 0 0 0 0 1 0 0 0 0 0 0 1 2

Ordering/prescription 0 1 0 0 0 0 0 0 0 0 0 0 1

Order acceptance/handover 0 1 0 0 0 0 0 0 2 1 0 0 4

Dispensing/auditing 1 0 0 0 0 0 0 0 0 0 0 0 1

Evaluation of self-administration 0 5 0 0 0 1* 0 0 0 0 0 1 7

Explanation/guidance to patient 0 4 0 0 0 0 1 0 0 3 0 4 12

Drug handover 1 0 0 3 0 1* 0 0 2 0 1 0 8

Taking/injecting drug 0 2 0 0 0 7* 0 0 0 0 0 1 10

Checks/observation before/after 
taking/injecting drug 0 0 0 1 0 0 2 0 0 0 0 0 3

Recovery of the drug 0 0 0 0 0 0 0 0 0 1 0 0 1

Other 0 0 0 0 0 0 0 0 0 0 0 0 0

Subtotal 2 13 0 4 1 9 3 0 4 5 1 7 49

Total 2 17 10 7 5 1 7 49

*Cases classified as wrong method (other) are those involving accidental ingestion of the PTP sheets.

(c)  Details of medical adverse events related to self-administered drugs (published in the 
27th Quarterly Report)

The 42 medical adverse events related to self-administered drugs that were reported between the beginning 
of this project and the period under analysis in the 27th Quarterly Report (July - September 2011) have been 
classified into “drug mix-up”, “errors in the quantity of the drug”, “wrong method”, “not carried out”, “taken/
injected when drug had been stopped”, and “other”, and the main reported events in each category are shown 
in Fig. III-2-70.

O
cc

ur
re

nc
e 

st
ag

e

D
ru

g 
m

ix
-u

p

Ta
ke

n/
in

je
ct

ed
 w

he
n 

dr
ug

 h
ad

 
be

en
 s

to
pp

ed

Pa
tie

nt
 m

ix
-u

p

O
th

er

To
ta

l

O
ve

rd
os

e

U
nd

er
do

se

D
ou

bl
e 

do
si

ng

W
ro

ng
 u

sa
ge

O
th

er
 (r

ou
te

, m
et

ho
d 

of
 

ad
m

in
is

tr
at

io
n,

 e
tc

.)

Fo
rg

ot
 to

 ta
ke

/in
je

ct

Pa
tie

nt
’s

 ju
dg

m
en

t

N
ot

 o
rd

er
ed

/d
is

tr
ib

ut
ed



2. Individual Theme Review by the Expert Division

III 

- 325 -

Fig. III-2-70　Outline of Medical Adverse Events Related to Self-administered Drugs

No. Severity of 
event Summary of event Background and causal 

factors Improvement measures

[Drug mix-up]

1 No disability

A prescription for five days’ supply 
of Thiuragyl 50mg 6 tablets 3 times/
day was issued for a patient who 
had been admitted for treatment 
of Graves’ disease, but Pharmacist 
A mistakenly dispensed five days’ 
supply of Thyradin S 50μg 6 tablets. 
The staff member auditing the 
prescription (Pharmacist B) looked at 
the prescription and judged that the 
Inderal tablets that were also listed on 
it had been prescribed for tachycardia 
due to hyperthyroidism; when auditing 
the tablets in the drug bag, having 
checked that Thiuragyl tablets were a 
therapeutic drug for thyroid diseases 
and that there was no mistake in the 
dosage of 6 tablets, three times a day, 
the pharmacist looked at the Thyradin 
S tablets and made the judgment 
“It’s definitely a drug for the thyroid 
gland.” After the number of tablets 
was checked, the drugs were delivered 
to the ward. On the ward, the nurse 
carried out a double-check, but s/he 
did not check the name of the drug 
on the drug bag against the name of 
the drug on the plastic heat-sealed 
bag inside it, so s/he did not notice 
the mistake and the drug was given 
to the patient for self-administration. 
The patient noticed that the name 
of the drug written on the drug bag 
differed from the name written on the 
heat-sealed bag inside it containing 
the tablets, but s/he took it for four 
days without checking with the nurse 
or the pharmacist. Four days later, the 
primary nurse noticed the drug error.

As Thiuragyl tablets are the 
commonly-used drug, while Thyradin 
S tablets are a powerful drug, they 
were kept in separate drug cabinets 
in the dispensary, some distance from 
each other. As both drugs are for 
thyroid disease (although they have 
the opposite function from each other) 
and the drug names were similar, the 
pharmacist dispensed them under 
a misapprehension and the mistake 
was not discovered by the person 
carrying out the audit either. In order 
to ensure safety management in 
regard to pharmaceuticals with similar 
names, the hospital had implemented 
such measures as compiling a list 
of pharmaceuticals with similar 
names and affixing warning stickers 
in places where they were kept, but 
the particular combination of drugs 
involved in this case was not subject 
to these measures. An ordering system 
had been introduced, but due to such 
reasons as the pattern of duties of 
physicians, many orders are entered 
after 16:30 and many prescriptions 
are printed and dispensed around 
the time of the changeover from the 
day to the early evening shift, so the 
pharmacists felt rushed, and that they 
had to dispense the drugs quickly. On 
the ward, a nurse carried out a double-
check, but this was not adequate and 
the nurse was unable to discover the 
dispensing error by the pharmacist. 
This case involved an admission to a 
ward that rarely handled the complaint 
in question, so there was a lack of 
knowledge concerning the drug.

• As well as affixing a warning 
document concerning drug 
mix-up to the places where 
Thiuragyl tablets and Thyradin 
S tablets are kept, ensuring that 
these two drugs are entered 
on the list of pharmaceuticals 
with similar names and that all 
hospital staff are made aware of 
this.

• Clearly stipulating in the 
auditing procedure “compare 
the prescription with the 
drug using the point and call 
method”, in order to improve 
the precision of auditing when 
dispensing, and ensuring full 
awareness of and thorough 
adherence to this process 
among all staff.

• Educating staff members to 
ensure thorough awareness to 
the “point and call” method of 
checking when nurses carry out 
double-checks on the ward.

• In regard to the entering of 
prescriptions by physicians, 
considering reducing the 
number of temporary and 
emergency prescriptions 
entered and printed after 16:30, 
by making effective use of 
such mechanisms as regularly 
scheduled prescriptions.

• In light of the similarity in 
names between Thiuragyl and 
Thyradin S tablets, considering 
switching from Thiuragyl to 
Propacil tablets, which have 
the same active ingredient as 
Thiuragyl tablets.
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No. Severity of 
event Summary of event Background and causal 

factors Improvement measures

2 No disability

The patient had undergone distal 
pancreatectomy. The patient had 
been administering Humulin R 
using the sliding scale before 
meals, but this was changed 
in the morning to a fixed dose 
(2-2-2-0) using the NovoRapid 
FlexPen. When insulin was 
started, nurse handed it to 
the patient for the patient to 
manage (when handing it over, 
the nurse did not carry out a 
double-check). When checking 
on the administration of insulin 
before lunch the following day, 
the nurse looked at the insulin 
and saw that the patient had a 
NovoRapid 30 Mix FlexPen. 
The patient had been self-
administering a different form 
of insulin from that specified 
in the order, from the morning 
of the day when the order was 
changed until the morning of the 
following day.

In the department in question, all 
oral medication and insulin being 
administered pre-operatively were 
gathered up at the time of surgery 
and kept at the nurses' station 
until the order to resume them 
post-operatively was given. When 
introducing self-injected insulin, 
the nurses provide patients with 
guidance on technique, but in this 
case, the patient was proficient in 
self-injecting, so it was thought 
to be sufficient to hand over the 
insulin preparation. It was stated 
at handover that there was insulin 
with the patient's name on it, so a 
double-check was not carried out, 
but it was handed over without 
checking the drug name either. The 
nurse who received it also thought 
that there was no problem with the 
technique, so merely confirmed 
verbally the number of units and did 
not check the insulin itself again.

• Appealing to staff members to ensure 
that, just as with other infusions, 
nurses adhere to the double-check 
procedure without fail whether they are 
administering the insulin themselves or 
handing it to the patient to self-inject.

• Putting a worksheet on the overbed 
tables of all patients being administered 
insulin.

• Ensuring that patients who are self-
injecting use the template to check 
their ability to self-administer before 
injecting themselves.

• Implementing a system whereby it 
is explained to patients and/or their 
families that the insulin used pre-
operatively is to be destroyed or taken 
home by the family once the patient 
starts fasting for surgery, and ceasing 
the practice of collecting it and keeping 
it at the nurses’ station.

• Having a new prescription issued 
when the time comes to resume 
administration.

• Planning a self-study program and 
workshop concerning insulin for nurses 
in their second year.

[Errors in the quantity of the drug]

3 No disability

The patient was self-injecting 
using Levemir hypodermic 
injection. An order was given 
to reduce the amount from 
eight units to four, so this 
was explained verbally, but 
the patient did not reduce the 
amount.

Error of judgment. • Ensuring that instructions regarding 
changes in orders are easily 
understood, even when patients are 
self-administering drugs, and checking 
the dosage when carrying out the check 
after drug administration.

4
No potential 
of residual 
disability

The patient was self-
administering his/her oral 
medication. A prescription 
was issued for one day's supply 
for the following day, so the 
oral medication was handed 
over to the patient in his/
her room and s/he was told 
"Please take it tomorrow." The 
patient already had two days' 
supply of drugs that had been 
prescribed previously, but the 
drugs from the most recent 
prescription were handed over 
without checking the previous 
prescription. In the morning, 
the patient took both the oral 
medication that s/he already 
had and the oral medication 
that s/he had been given the 
previous day. The drug was an 
antihypertensive. The patient's 
usual blood pressure was 
170mmHg, but it dropped to 
60-70mmHg.

The drugs were handed over 
without checking the previous 
prescription or looking at anything 
other than the new prescription 
to be taken the following day. It 
was not reflected on the individual 
patient worksheet, so the patient 
was assumed not to have any oral 
medication already. The amount of 
the patient's medication remaining 
was not checked. When the nurse 
went to give the oral medication to 
the patient, the patient was not in 
his/her room when the nurse visited 
on several occasions, nor was s/
he in the day room, so the nurse 
was rushing to give the drugs to 
the patient as soon as possible. The 
nurse was concentrating on the fact 
that s/he had to tell the patient about 
"non-dialysis days" and that "they 
can be taken before examinations as 
well", and neglected to do what s/he 
was supposed to.

• Ensuring that staff check the quantity 
of drugs remaining without fail when 
handing over oral medication for self-
administration.

• Checking all individual patient files and 
handing over drugs while comparing 
them with the previous prescriptions.

• Ensuring that nurses always check 
the prescription and quantity of drugs 
remaining with the patient, without fail, 
rather than relying on assumptions.

• Devising ways of ensuring that staff 
members do not forget to convey 
messages, such as making notes of what 
they need to tell people or writing the 
details on the drug bag. Remaining 
calm, checking what one must do next, 
and acting accordingly, because one is 
likely to overlook what one is supposed 
to do if one rushes.
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No. Severity of 
event Summary of event Background and causal 

factors
Improvement 

measures
[Wrong method]

5 Unknown

The patient's family was managing his/her 
oral medications. The oral medication to 
be taken after breakfast was handed over to 
the family member in attendance. When the 
family member concerned left the patient's 
side, leaving the drugs on the table, the patient 
swallowed the five tablets that had been in 
the bag (Celecox tablets 100mg, Opaprosmon 
5mg, Gabapen 300mg, Urief capsules 2mg, and 
Bladderon 200mg), still inside the PTP sheets. 
When the family member returned, s/he noticed 
the accidental ingestion of the drugs. The 
patient had no subjective symptoms, but a CT 
examination was carried out and foreign objects 
were seen in the esophagus, so an emergency 
endoscopy was performed and all five tablets 
were extracted.

The patient's family always took 
the drugs out of the PTP sheets 
before giving them to the patient 
to take when at home. The patient 
asked the family member to do so 
on this occasion as well, but when 
the family member in question was 
away from the room, the patient 
mistakenly took the drugs still 
inside the PTP sheets. Immediately 
before admission, the patient's oral 
medication had been prescribed by 
means of an external prescription. 
They were dispensed in PTP sheets, 
rather than being packaged together.

• After checking the 
content of medicines 
brought in at 
hospitalization, ordering 
a new prescription for 
them in which they are 
packaged together.

• Ensuring that drugs for 
patients with cognitive 
impairment are not 
brought to them while 
still in the PTP sheets.

[Not carried out]

6
No potential 
of residual 
disability

The patient was self-administering his/her 
oral medications on a day-by-day basis, with 
the nurse checking that they had been taken. 
The nurse was dealing with another patient 
and forgot to go and check. When the nurse 
on the day shift went to check after lunch, s/
he discovered oral medication remaining in 
the case and reported this to the physician. An 
order was given to stop administration of the 
dose after breakfast on that day only, and to 
measure the patient’s blood pressure at night. 
The patient’s blood pressure remained at around 
110-130mmHg.

The nurse was dealing with another 
patient and forgot. The nurse felt 
reassured that the patient was OK.
The nurse was rushing due to 
changes concerning another 
patient’s rehabilitation and forgot.
The patient in question also had 
rehabilitation early in the day, so 
forgot about his/her oral medication.

• Checking whether or not 
drugs have been taken.

• Having patients bring 
their drugs to the dining 
room and take them 
there.

7 No disability

The dose of oral medication to be taken after 
breakfast was forgotten (Zyloric 100mg 1 tablet, 
Coniel 4mg 1 tablet). There was no problem 
with the patient’s blood pressure, so s/he was 
kept under observation.

After surgery, the patient was 
switched from self-administering 
drugs to having them managed by 
the nurse, but this was not stated 
on the order sheet. Moreover, due 
in part to the fact that the sticker 
with the patient’s name on the drug 
box had peeled off, so the nurse 
assumed that the patient was self-
administering the drugs, as s/he had 
been before surgery. Furthermore, 
ultimately, the relevant document 
was signed without checking 
whether or not the patient had taken 
his/her oral medication.

• Ensuring that changes 
from self-administration 
to nurse management 
of drugs are noted in a 
way that all staff can 
understand, without fail, 
and that staff members 
check with patients 
about whether they have 
taken their drugs, rather 
than assuming that 
they have, with empty 
drug packaging being 
collected so that this can 
be checked.

[Taken/injected when drug had been stopped]

8 No disability

The patient was informed the previous day that 
s/he would undergo an abdominal ultrasound 
examination, but it had not been explained that 
it would be necessary to postpone breakfast 
and that s/he must not take the Basen that s/he 
normally took before meals. The medical staff 
realized that the patient had taken the Basen 
when s/he told them “I took my medicine.”

Lack of explanation on the part of 
the nurse (lack of explanation about 
the implications of postponing 
the meal in regard to the oral 
medication).

• Ensuring that all 
matters are explained 
to patients, including 
the details of the 
examination, whether 
or not meals need to 
be postponed, and 
precautions in regard to 
oral medication.

• Providing explanations 
appropriate to the 
patient’s level of 
understanding.
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No. Severity of 
event Summary of event Background and causal 

factors Improvement measures

9
Low potential 

of residual 
disability

The patient complained of insomnia, 
so s/he was prescribed Myslee 10mg × 
7 days’ supply. This patient was able to 
self-administer his/her drugs, so the drugs 
were handed over and it was explained to 
him/her that s/he should take one tablet 
once a day. However, the patient had taken 
one tablet of a different sleeping drug the 
previous night and it had had no effect, 
so it was later discovered that s/he took 
two tablets (20mg). On this occasion, s/
he screamed “Fire! Fire!” and became so 
agitated that s/he was unable to talk; the 
physician examined the patient and, due 
to his/her agitation, carried out emergency 
dialysis overnight. At that point, the 
physician issued the order to stop Myslee. 
Five days later, a patient in the same room 
complained, “The patient in the next bed 
keeps fidgeting and muttering, so I can’t 
sleep.” When the nurse visited the room, 
the patient in question had changed into 
his/her own clothes and was packing 
his/her belongings, saying “I’m being 
discharged”; s/he continued to say and 
do strange things and exhibit restless 
behavior until the morning. When the 
patient’s oral medications were checked 
at this point, it was ascertained that the 
patient had been managing the sleeping 
drug that had been stopped (Myslee) 
and the number of tablets remaining had 
decreased. It is thought that when the 
order to stop the drug had been issued five 
days previously, the sleeping drug was 
not taken back from the patient and s/he 
had continued to take it. There were four 
tablets remaining.

Amid the confusion attending the 
emergency dialysis of the patient, 
the order to stop the drug was not 
associated with an awareness that 
the remaining tablets needed to 
be recovered from the patient, so 
appropriate action was not taken. 
The nurse signed the record to 
denote that the order had been 
accepted, without having recovered 
the tablets. The nurse concerned 
did not get as far as thinking that s/
he could ask another member of the 
team (three nurses on the evening 
shift and three on the late night 
shift) to assist if his/her own duties 
prevented him/her dealing with 
it. There was a lack of knowledge 
concerning the risk of side-effects.

• Instructing staff members to 
think about why the order to 
stop a drug has been issued 
and to retrieve the drug 
before dealing with the record 
or the computer.

• Instructing staff members 
to think about the order of 
priorities in their duties and 
what dangers might occur if 
the patient were to take the 
drug again.

• Considering methods of 
managing Myslee that would 
prevent a similar event from 
occurring in the future (such 
as keeping it at the nurses’ 
station).

• Requesting that physicians 
consider starting the patient 
on the minimum dose of 5mg, 
in the event that the patient 
has renal dysfunction, such as 
if they are a dialysis patient, 
and particularly if they are 
elderly.

[Others]

10
No potential 
of residual 
disability

A pediatric patient admitted for treatment 
of pneumonia was treated with an 
infusion of the antibiotic Meropen for 
four days. The condition subsequently 
resolved and the patient was discharged, 
but s/he sought a consultation at another 
medical institution due to developing 
severe agitation the following day. It 
was explained by the physician at the 
other hospital that the patient had been 
treated with Meropen while taking 
anticonvulsants, so there was a possibility 
that the patient’s blood concentration 
of valproic acid had decreased, causing 
agitation. When the hospital in question 
carried out an investigation after receiving 
a report about the patient’s treatment 
and progress from a family member, it 
was ascertained that the patient had been 
taking the anticonvulsants brought in at 
hospitalization while admitted. The fact 
that the patient was taking anticonvulsants 
was noted on the record at the time of 
admission, but the physician had not 
understood the situation in relation to the 
patient’s oral medication.

Meropen (a penem antibiotic), 
which is contraindicated for 
combined administration with 
valproic acid, was administered 
without noticing that the patient 
was taking valproic acid. The 
pediatric patient usually attended 
a nearby facility, where s/he had 
been prescribed an anticonvulsant, 
but the hospital in question was 
close to the patient’s home and the 
facility s/he usually attended could 
not deal with emergencies at night, 
so the patient was examined at 
the hospital in question when his/
her condition suddenly changed. 
While admitted, the pediatric 
patient was taking the medicine 
brought in at hospitalization, 
which had not been prescribed 
by the hospital in question, under 
the supervision of his/her mother. 
The fact that the patient was 
taking valproic acid was noted in 
the referral letter from the other 
facility and the history of present 
illness column in the record, but the 
physician had not understood this. 
Moreover, the hospital in question 
did not have a system for the 
management by the pharmaceutical 
department of medicines brought 
in at hospitalization or for checking 
contraindications for combined 
administration using electronic 
medical records.

• Ensuring that, when using 
antibiotics, staff members 
confirm without fail whether 
or not the patient is taking 
valproic acid, as there is a 
possibility that patients with 
cerebral palsy or epilepsy 
are taking it. Moreover, 
refraining from the use 
of penem antibiotics, as 
a general rule, as even if 
patients are not currently 
taking valproic acid, there is 
a possibility that it might be 
used in the future.

• Establishing a system for 
controlling or checking the 
administration of medicines 
brought in at hospitalization. 
For example, prohibiting the 
use on the ward of medicines 
brought in at hospitalization. 
Alternatively, considering 
and establishing a system that 
would, in the event that the 
patient is taking medicines 
brought in at hospitalization, 
make it possible for the 
pharmaceutical department to 
manage this via the electronic 
medical record and check 
for any contraindications for 
combined administration.
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Moreover, when the cases were classified according to drug administration method, i.e. “patient-administered”, 
“partially patient-administered”, and “family-administered”, based on the details stated in the reports of 
medical adverse events related to self-administered drugs, cases of patient-administered drugs were most 
common, with 27 such cases being reported (Fig. III-2-71). There were 12 cases involving “partially patient-
administered” drugs, in which the patient was self-administering a supply of drugs for a set interval, such as 
one day’s or three days’ supply, or in which, of the drugs that the patient had been prescribed, only a sleep-
inducing drug was self-administered.

Fig. III-2-71 Drug Administration Method

Drug administration method Number of 
events

Patient-administered 27
Partially patient-administered 12

Administering 1 day’s supply 3
Administering a supply for multiple days (3 days, 1 week, etc.) 1
Self-administering only some drugs (medicines brought in at hospitalization, 
sleep-inducing drug, etc.) 8

Administration technique checked 0
Family-administered 2
Other 1

When the self-administered drugs were classified according to whether they were oral medication or injection 
drugs, it was ascertained that 39 events involved self-administered oral medication (Fig. III-2-72). Furthermore, 
when the self-administered drugs involved in the reported events were identified, and classified and tabulated 
according to drug efficacy, it was discovered that they included drugs in treatment fields that are listed in 
the Operational Guidelines for Pharmacological Management and Guidance Concerning High-risk Drugs in 
Pharmacies (2nd Edition)1) as requiring particular care when being administered, such as psychotropic agents 
and anticonvulsants (Fig. III-2-73).

Fig. III-2-72　Drug Type
Number of events

Oral medication 39

Injection drug 3
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Fig. III-2-73 Tabulation According to Efficacy Classification

Main efficacy Main drug names Number of 
reports

Hypnotics and sedatives, anxiolytics Halcion, Myslee, etc. 16
Psychotropic agents★ Depas, Anafranil, etc. 6
Other agents relating to blood and body fluids Bayaspirin, Plavix, etc. 4
Antihypertensives Olmetec, Cardenalin 3
Vasodilators Amlodin, Coniel, etc. 3
Anticonvulsants★ Gabapen, Depakene 3
Adrenal hormone preparations Predonine, prednisolone, etc. 3
Pancreatic hormone preparations★ NovoRapid 30 Mix FlexPen, etc. 3
Antipyretics, analgesics and anti-inflammatory agents Celecox, etc. 2
Antidiabetic agents★ Glactiv, Basen 2
Other agents for uro-genital and anal organs Urief, Bladderon 2
Vitamin A and D supplements Alfarol 1
Anti-peptic ulcer agent Mucosta 1
Chemotherapeutics Diflucan 1
Thyroid and para-thyroid hormone preparations Thiuragyl 1
Agents for hyperlipidemias Livalo 1
Agents for treatment of gout Zyloric 1
Other cardiovascular drugs Cerocral 1
Diuretics Lasix 1
Unknown 8

*Where multiple drugs were listed for a single case, each individual drug has been counted.
*★ indicates drugs in treatment fields that are listed in the Operational Guidelines for Pharmacological Management and Guidance Concerning High-risk Drugs in 
Pharmacies (2nd Edition) as requiring particular care when being administered.
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Based on the reported summaries of events, the status in regard to the medical institution’s grasp of the 
drugs being self-administered by the patient has been classified into “accurate grasp”, “inadequate grasp” 
and “unclear”, and the event summaries have been tabulated (Fig. III-2-74). In many cases involving “Errors 
in the quantity of the drug (Overdose)”, the medical institution had an accurate grasp of the self-administered 
drugs, while in many cases involving “Drug mix-up”, “Errors in the quantity of the drug (Double dosing)” or 
“Not ordered / not carried out”, there was an inadequate grasp of the self-administered drugs. Furthermore, 
Fig. III-2-75 is a tabulation of the specific inadequacies in those cases in which there was an inadequate grasp.

Fig. III-2-74　Grasp of Self-administered Drugs

Grasp by medical institution

Errors in the 
quantity of the 

drug
Wrong 
method Not carried out

Accurate grasp 0 9 0 0 0 7* 1 0 0 1 0 5 23

Inadequate grasp 2 4 0 3 1 0 1 0 3 2 0 1 17

Unclear 0 0 0 0 0 0 0 0 0 2 0 0 2

*The 7 cases classified as wrong method (other) are those involving accidental ingestion of the PTP sheet.

Fig. III-2-75　Specific Inadequacies in the Grasp of Self-administered Drugs

Details of event Specific inadequacies Number of 
events

Drug mix-up The fact that the wrong drug had been handed over to patient self-
administering drugs 2

Errors in the 
quantity of the 
drug

Overdose

The fact that the patient was taking too much of the drug 2
The fact that double dosing was taking place because it was a 
long-term prescription 1

Method of self-administering the sleep-inducing drug, which was 
a single-dose drug 1

Double dosing
Prescription start date for the drug handed over to the patient 2
The fact that self-administered drugs and nurse-managed drugs 
had been mixed together 1

Wrong method Wrong usage The fact that the patient was taking the drugs to be taken at dinner 
at the same time as the drugs to be taken before going to sleep 1

Not carried out

Forgot to take/inject The fact that the patient had not taken the self-administered drugs 1

Not ordered/
distributed

The fact that there were some drugs being managed by the nurse 1
The fact that the patient had been switched from self-administered 
drugs to nurse-managed drugs 1

The fact that the prescription for self-administered drugs had run 
out 1

Taken/injected when drug had been 
stopped

The fact that the drug that had been stopped was prescribed again 
as a generic drug 1

The fact that the drug that had been stopped was not taken back 
from the patient 1

Other Details of drugs being administered by the family (these were 
listed on the record) 1
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The reported events have been classified according to the age of the patient who was self-administering oral 
medication or injection drugs (Fig. III-2-76). Of the two cases involving self-administration via a family 
member (Fig. III-2-71 above), one involved a patient aged between 0 and 9 years, while the other involved a 
patient in his/her 80s.

Fig. III-2-76　Age of Patient
Age of patient Number of events

0 - 9 years 1
10 - 19 years 0

20s 4
30s 2
40s 1
50s 2
60s 7
70s 15
80s 8

90 or above 0
Unknown 2

(2) Medical Adverse Events Involving Errors in the Quantity of the Drug Related to 
Self-administered Drugs (published in the 28th Quarterly Report)

The 28th Quarterly Report highlighted those medical adverse events related to self-administered drugs that 
involved errors in the quantity of the drug, analyzing the details of those cases.

(a) Cases of medical adverse events involving errors in the quantity of the drug
17 cases involving errors in the quantity of the drug related to self-administered drugs were reported between 
the beginning of this project and the end of the period under analysis in this Annual Report. Of these, 13 
involved overdoses, four involved double dosing, and none involved underdoses (see above, Fig. III-2-69). 
Looking at the stage at which these events occurred, one can see that the stage at which they occurred 
depended on the nature of the event: cases involving overdoses most commonly occurred at the evaluation of 
self-administration stage (five cases) or the explanation/guidance to patient stage (four cases), while three cases 
involving double dosing occurred at the drug handover stage. Fig. III-2-77 provides an overview of the main 
cases involving overdoses and double dosing among the reported events.
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Fig. III-2-77　Outline of Medical Adverse Events Involving Errors in the Quantity of the Drug 
Related to Self-administered Drugs

No. Severity of 
event Summary of event Background and 

causal factors
Improvement 

measures
[Overdose]

1
No potential 
of residual 
disability

The patient was admitted to the department of 
cardiovascular medicine due to ischemic heart 
disease and underwent PCI (percutaneous coronary 
intervention). An order was issued for the patient to 
remain on bed rest until the following morning, even 
after hemostasis was confirmed at the needle puncture 
site in the inguinal artery, so the nurses frequently 
visited the patient’s room to monitor him/her. Before 
admission, the patient had been attending outpatient 
consultations at the psychiatric department of the 
hospital in question, due to a sleep disorder, to which 
s/he had been accompanied by a family member. 
Lendormin D tablets 0.25mg and Rohypnol tablets 2mg 
had been prescribed as drugs to be taken as needed in 
the event of insomnia, but as the patient was taking them 
almost every day, the attending physician prescribed 
30 days’ supply of two tablets each, and a further 15 
doses of one tablet each to be taken as required, and 
instructed the patient to make adjustments him/herself 
in taking the drugs according to his/her symptoms. 
However, this method of taking the drugs was not stated 
on the electronic medical record. The patient brought 
these sleeping tablets at the time of admission and took 
one of each type the night before the PCI, but the ward 
physician and nurse were not told about the difference 
between the content of the prescription and the actual 
dosage being taken. The nurse on duty on the day of 
the examination had the patient take two tablets each 
of the sleeping drugs, as per the prescription, while 
the patient was resting after the PCI. At around 22:30, 
when the nurse visited the patient’s room because a 
sudden rise had been recorded by the electrocardiogram 
monitor, s/he discovered the patient collapsed face 
upward on the floor below the bed. The bed rail was still 
up, so it appeared that the patient had fallen off the bed 
while trying to climb over the rail in order to go to the 
toilet. There was no significant change in the patient’s 
vital signs, but s/he had signs of bruising (hematoma 
formation) on the right-hand side of the forehead, so the 
attending physician examined him/her immediately and 
when a head CT was carried out, s/he was found to have 
an acute subdural hematoma, so s/he was referred to the 
neurosurgery department.

At the patient’s own request, 
the balloon was not left 
indwelling and after the PCI 
procedure, s/he was able to 
urinate using a urinal while 
lying on the bed, and had 
been using the nurse call 
button appropriately, so it was 
not possible to predict the 
risk of the patient falling off 
the bed or falling over in this 
convalescent situation; there 
was a lack of assessment. 
The attending physician in 
the psychiatric department 
did not state on the electronic 
medical record the usage 
method that was being 
employed, which differed 
from the details on the 
prescription. The patient was 
actually taking one table each 
of these drugs every day. The 
patient had previously taken 
two tablets each of these 
sleeping tablets on occasion, 
so it this was not the only 
time that s/he had taken an 
overdose. There appear to be 
a multitude of other factors 
involved in the cause of the 
fall, such as the fact that the 
patient was already unsteady 
on his/her feet, the fact that s/
he was using a bed to which 
s/he was unaccustomed, the 
fact that s/he was elderly, 
and the physical effects after 
the PCI, but one cannot deny 
the possibility that the drugs 
overdose that day affected the 
situation.

• Ensuring that long-
term prescriptions 
(double dose 
prescriptions, etc.) 
are no longer used at 
this hospital and that 
there is widespread 
awareness and 
thorough adherence 
among all staff, so 
that there are no 
further cases in which 
patients are given a 
dosage that differs 
from the prescribed 
dosage.

• Ensuring thorough 
adherence to the 
process of checking 
with the patient or 
family members 
about such matters 
as dosages and times 
when drugs are to be 
taken, when taking 
charge of medicines 
brought in at 
hospitalization.

• There is a possibility 
that the patient fell 
off the bed due to 
the effects of this 
prescription, so this 
case will be useful in 
preventing recurrence, 
as a means of alerting 
staff members to the 
dangers.

2 No disability

It was the second day of administering an anticancer 
drug and the patient complained of being unable to sleep, 
as s/he was experiencing hiccups as a side-effect of the 
drug. Each time the nurse visited the room, the patient 
appeared irritable, saying such things as “If you don’t 
make it stop, I’m taking the drip out and going home.” 
This was reported to the attending physician, who 
administered an intravenous injection of half an ampoule 
of Cercine. The patient slept for about two hours, but 
then complained again of being unable to sleep due to 
the hiccups, becoming mildly agitated and going to the 
nurses’ station, where s/he removed the infusion and told 
the nurse that s/he would not have any further treatment. 
Another staff member was consulted and Cercine was 
used again. When the nurse went to the patient’s room 
later, the patient was sleeping. The patient was seen to 
be walking unsteadly while on the way to the toilet in 
the morning, so the nurse spoke to him/her and s/he said 
that had taken two tablets each of his/her drugs to be 
taken before sleeping (Dezolam and Lendem).

The drug was assumed to 
have worked because the 
patient had fallen asleep, 
but there was insufficient 
monitoring of the drugs that 
the patient was taking.

• Providing 
explanations and 
responses to patients.

• Considering whether 
it is truly appropriate 
for patients to self-
administer drugs.
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No. Severity of 
event Summary of event Background and causal 

factors
Improvement 

measures

3
Low potential 

of residual 
disability

The patient’s family member complained that the 
patient was suffering from insomnia and asked the 
nurse for a sleeping drug, saying, “S/he’s taken half a 
0.25mg Paruleon tablet in the past when s/he couldn’t 
sleep, so please give him/her a sleeping tablet.” In the 
evening, having decided that the patient could self-
administer the five-dose supply of Halcion 0.25mg 
tablets (one tablet per dose) that had been prescribed, 
the nurse handed the drug bag to the patient. The 
patient took a sheet of two tablets out from the drug 
bag, took one tablet and placed the other on top of the 
TV stand with the intention of taking it the following 
day. The following morning, after using the toilet in 
his/her hospital room, when the patient grasped the 
door handle (bar) with his/her right hand, in order to 
open the door from the toilet, s/he lost his/her balance 
with the momentum of the door opening and fell to 
the right, falling onto his/her buttocks. S/he tried to 
get up, but was unable to and fell again; eventually, s/
he was able to pull him/herself up while holding on 
to fixtures and fittings, and took about 40 minutes to 
cover the 130cm distance from the toilet to the bed. 
An hour later, the patient placed the breakfast tray 
on the overbed table, so that it could be taken away, 
and then went into the corridor; the nurse noticed 
that the patient had a lordotic posture and assisted 
the patient back into bed. The patient said, “I have 
no strength in my legs.” When the patient’s family 
went to see him/her, they told the nurse, “S/he seems 
dazed and is getting confused between home and 
the hospital; s/he’s speaking inarticulately and had 
urinary incontinence. There was an empty sheet from 
one Halcion tablet on the table. There’s a possibility 
that s/he took it by mistake.” The attending physician 
examined the patient and this was the first time that 
staff heard from the patient about the fall in the toilet. 
The patient was not complaining of pain in his/her 
hip joints and there was no problem with the joint 
range of motion, so the patient spent the night away 
from hospital, as s/he had requested, but while away 
from hospital, s/he complained of pain in the hip joint 
and became unable to walk, so a family member had 
to carry him/her to and from the toilet. As a result 
of an X-ray carried out after the patient returned to 
the hospital, s/he was examined by an orthopedic 
physician and was diagnosed with a right femoral 
fracture.

The patient became delirious 
because the nurse judged that 
the patient could self-administer 
the Halcion sleeping tablets and 
handed over all five tablets in 
the drug bag, and because the 
patient him/herself mistakenly 
took too many. The patient 
had experienced a few days of 
insomnia due to the change in 
environment resulting from the 
admission, and took a double 
dose of a sleeping drug. There 
was a lack of information 
about the management of the 
patient’s oral medication (staff 
members did not know that 
when the patient was unable 
to sleep for three or four days 
when suffering insomnia, s/
he took half a 0.25mg Paruleon 
tablet once every ten days 
or so). Anemia progressed 
comparatively rapidly, so the 
patient became dizzy in the 
toilet after excretion (Hb: 9.4 
→ 2 weeks later Hb: 6.2). It had 
been repeatedly explained to the 
patient that s/he should use the 
nurse call button, but s/he moved 
back to the bed without calling 
the nurse. Due to stiffness in 
the hands and edema in both 
legs resulting from rheumatic 
disease, the patient was unable 
to support his/her body when 
grasping fixtures and fittings to 
stand up and staggered. When 
the patient grasped the handle 
(bar) of the revolving door in 
the toilet for support, the door 
opened with a considerable 
momentum, so the patient was 
pulled toward it and lost his/her 
balance.

• Giving further 
consideration to the 
self-administration of 
sleeping drugs.

• Ensuring that the 
administration time 
and dosage of sleeping 
drugs are monitored 
and the situation after 
taking them observed, 
with records of these 
details being kept.

• Checking the situation 
in regard to the 
self-administration 
of oral medication 
and confirming 
the amount of the 
drug remaining, 
and evaluating 
whether the patient 
is self-administering 
properly.

• Ascertaining the 
situation in regard 
to anemia and 
explainining the risk 
of falls to the patient 
in order to secure their 
cooperation.

• Speaking to the 
patient when visiting 
the room and, in 
relation to excretion, 
providing assistance 
with voiding.

• Gaining an 
understanding of the 
patient’s ADL status 
and reflecting this in 
the nursing plan.

• Explaining to the 
patient the matters 
regarding which they 
need to be careful 
when opening and 
closing the revolving 
door of the toilet using 
the handle (bar).

4
Low potential 

of residual 
disability

On the morning of the first day after surgery, the 
nurse explained to the patient about starting oral 
medication and handed over the drugs. The nurse 
visited the patient’s room at lunchtime to check the 
oral medication and noticed that the patient had taken 
too much (had ingested seven days’ supply of drugs 
to be taken in the morning and seven days’ supply of 
those to be taken at lunchtime). This was reported to 
the physician immediately and an order was given 
to administer an infusion, among other treatment; 
various examinations were carried out, along with a 
check of the patient’s vital signs. The patient did not 
complain of discomfort or vomiting, and there were 
no particular abnormalities. Urine was collected 
and blood data relating to the liver and kidneys were 
tracked. There were no problems thereafter, so the 
patient was discharged.

Lack of explanation concerning 
oral medication (did not check 
whether the patient understood).

• Ensuring thorough, 
adequate explanations 
concerning oral 
medication and 
considering the 
timing when self-
administered drugs 
should be handed 
over to patients (is it 
appropriate to hand 
them over on the first 
day after surgery?)

5
Low potential 

of residual 
disability

The patient was admitted for a thorough examination; 
although s/he had a history of admissions to the 
psychiatric department, it had been deemed that there 
was no problem with him/her being admitted to a 
general ward. At night, s/he complained of feeling 
irritable and restless, and while this was being 
reported to the duty physician, the patient took 4-5 
doses of the medicines brought in at hospitalization, 
which s/he was self-administering. The patient 
disclosed this fact him/herself.

It was necessary for hospital 
staff to forecast changes in 
patient behavior in unusual 
circumstances, but this was not 
carried out adequately.

• Making it a general 
rule for the hospital to 
manage all medicines 
brought in at 
hospitalization during 
admission.

• Sharing patient 
information during 
conferences, 
and gaining an 
understanding of any 
changes at an early 
stage.
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No. Severity of 
event Summary of event Background and causal 

factors
Improvement 

measures
[Double dosing]

6
No potential 
of residual 
disability

The patient self-injected 12 units using the 
NovoRapid FlexPen (ultra-fast acting) at the 
bedside with Nurse A, who was not assigned to 
look after any specific patients, looking on. The 
used needle and alcohol swab were disposed of, 
but the spare needle and alcohol swabs that had 
been prepared were left in the tray. The nurse call 
bell rang, so Nurse A went to answer it, leaving the 
tray containing the insulin at the bedside. A few 
minutes later, when Nurse B was serving the meal, 
s/he saw that the insulin for the patient had been 
left at the bedside, and when s/he checked with the 
patient whether s/he had self-injected it, the patient 
said “not yet”, so the patient self-injected another 
12 units under the supervision of Nurse B. The 
double dosing was discovered after the injection 
was administered, when Nurse A was telling 
Nurse B about the insulin administration at the 
nurses’ station. Thereafter, an infusion of Potacol 
R 250mL was started, but by 11:00 the patient’s 
blood glucose was 52mg/dL, so a 50% glucose IV 
and a 5% glucose infusion were started, and the 
patient’s blood glucose subsequently reached less 
than 100mg/dL. During this process, no symptoms 
of low blood glucose were seen.

On the ward in question, the 
measurement of blood glucose 
before meals was the job of the 
nurse who had not been assigned 
to look after any specific patients, 
but it was not clear who was 
responsible for actually carrying 
out insulin injections. Nurse A, 
who checked the insulin first of 
all, went out of the room but left 
the tray at the bedside. Nurse B, 
who next checked regarding the 
injection, checked with the patient 
whether or not s/he had carried 
out the injection, without checking 
with the other nurses, even though 
it was not an injection drug that 
Nurse B had prepared him/herself. 
On this occasion, Nurse A had 
said to Nurse B in advance that s/
he would do the patient’s insulin 
injection. When Nurse B checked 
with the patient about whether 
or not the insulin injection had 
been carried out, thinking that 
it had, the patient said “not yet”, 
so Nurse B had the patient self-
inject, without checking with 
Nurse A. The stamp (about 3-5mm 
in diameter) indicating that the 
injection had been given had been 
placed in the relevant check box 
on the injection docket. When 
supervising the injection, Nurse 
B carried out a double-check with 
another nurse, but neither of them 
noticed the stamp in the check box 
indicating that the injection had 
already been administered.

• The freelance nurse 
carried out insulin 
injections, but there 
were problems with 
the system, as the 
locus of responsibility 
was unclear.

• Standardizing the 
procedure in future, 
so that a single nurse 
has responsibility for 
the whole series of 
processes in regard to 
insulin injections.

7 No disability

The patient had been admitted. The medicines 
brought in at hospitalization were Amlodin, Livalo, 
Olmetec, Glactiv, and Amaryl. In addition, the 
patient had been prescribed a further five types 
of drug during the admission. Of the medicines 
brought in at hospitalization, the patient was 
self-administering Amlodin, Livalo, Olmetec, and 
Glactiv, but not Amaryl. The five additionally-
prescribed drugs and the Amaryl were being 
managed by the nurse. The medicines brought in 
at hospitalization were running out, so Amlodin, 
Livalo, Olmetec, Glactiv, and Amaryl were 
prescribed internally. Administration of the Amaryl 
was being managed by the nurse, so the other drugs 
(Amlodin, Livalo, Olmetec, and Glactiv) were also 
mistakenly placed in containers for distribution in 
the same way. The patient took both the drugs that 
s/he was self-administering and those that had been 
distributed by the nurse. As a result, double doses 
of Amlodin, Livalo, Olmetec, and Glactiv were 
administered. Subsequently, the patient developed 
low blood glucose and was given glucose orally.

It is thought to have been an error 
caused by the fact that the self-
administered drugs were mixed in 
with the nurse-managed drugs.

• Ensuring that self-
administered drugs 
are not mixed together 
with nurse-managed 
drugs (avoiding 
situations in which 
only some drugs 
are nurse-managed. 
Ensuring that either 
all drugs are self-
administered or all are 
nurse-managed.)
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No. Severity of 
event Summary of event Background and causal 

factors
Improvement 

measures

8 No disability

The medicines brought in by the patient at 
hospitalization were running low and s/he was 
worried about what would happen about the 
next prescription. It was explained to the patient 
that more would be prescribed when the amount 
remaining had decreased a little more and the 
patient accepted this at the time, but s/he told the 
nurse on the evening shift that s/he would like the 
drugs and the resident prescribed them as requested 
by the nurse. At that time, the date on which the 
patient should start taking the drugs was not 
entered, so the prescription date was printed as the 
date on which the patient should start taking them. 
The dispensed drugs were taken to the patient by 
a nurse who was not in charge of the patient’s care 
that day, and the patient was instructed to start 
taking the drugs the following day. Four days later, 
the patient complained of feeling exhausted, so s/
he was examined in the department of internal 
medicine and was confirmed to be suffering from 
dehydration. The following day, the patient asked 
a question about his/her drugs and when the nurse 
checked, s/he discovered that the patient had been 
taking double doses of Lasix and other drugs for 
five days, so s/he realized that this was the cause 
of the patient’s dehydration. The pharmacist had 
been involved in the patient’s case from the time of 
admission, but did not provide drug administration 
guidance because the record could not be found at 
the time the pharmacist was visiting the ward.

A nurse other than the one actually 
dealing with the patient’s care 
“just handed over the drugs” (lack 
of understanding of the patient, 
failed to check the amount of 
drugs remaining). The physician 
prescribed the drugs too readily. 
The prescription was not based on 
the quantity of drugs remaining 
(the hospital in question has rules 
about temporary drugs and regular 
drugs, but these were prescribed as 
regular drugs). The staff members 
concerned did not notice that the 
drugs had not been prescribed 
in accordance with the rules and 
the drugs were handed over to 
the patient as regular drugs. The 
pharmacist had been intervening 
in the patient’s case from the time 
of admission, but the patient’s 
record happened not to be on the 
ward on the day when the drugs 
were prescribed, so there was no 
pharmacist intervention and the 
situation was not noticed. The 
patient took the drugs simply 
because they had been prescribed.

• Ensuring that 
physicians check 
the amount of 
medicines brought 
in at hospitalization 
that remain and 
appropriately 
prescribe temporary 
and regular drugs, in 
order to ensure that 
double doses are not 
given.

• Ensuring that nurses 
check the amount 
of drugs remaining 
when handing over 
new prescriptions to 
patients, and instruct 
them regarding the 
day on which they 
should start taking the 
new prescription.

• Consciously 
monitoring drugs.

• Ensuring that 
pharmacists carry 
out checks based 
on the drug history 
and provide drug 
administration 
guidance.

(b)  Consideration of events involving errors in the quantity of the drug related to self-
administered drugs

Based on reports of events involving errors in the quantity of the drug related to self-administered drugs, the 
drugs reported as being involved in overdoses and double dosing have been classified and tabulated according 
to their site of action and ingredient (Fig. III-2-78). Among the cases of overdose, the largest number of reports 
was accounted for by agents affecting the central nervous system, which were involved in 14 cases, eight of which 
involved hypnotics, sedatives or anxiolytics, with a further five involving psychotropic agents. Among cases 
of double dosing, seven were accounted for by reports involving cardiovascular drugs, with antihypertensives 
and vasodilators involved in many of these cases. Moreover, pancreatic hormone preparations were reported to 
have been involved in both cases of overdose and cases of double dosing. In cases of excessive or double dosing 
of drugs, cases in which patients were self-administering drugs that have a major effect on the patient, such 
as agents affecting the central nervous system, cardiovascular drugs and pancreatic hormone preparations, 
are reported as medical adverse events. Furthermore, the drugs involved in reported cases included drugs 
in treatment fields that are listed in the Operational Guidelines for Pharmacological Management and 
Guidance Concerning High-risk Drugs in Pharmacies (2nd Edition)1) as requiring particular care when being 
administered, such as psychotropic agents, anticonvulsants, antidiabetic agents, and pancreatic hormone 
preparations.
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Fig. III-2-78 Self-administered Drugs Involved in Cases of Errors in the Quantity of the Drug, 
Classified by Site of Action and Ingredient

Site of action, 
ingredient Main efficacy Name of product used Number of 

reports Total

Overdose

Agents affecting 
central nervous 
system

Hypnotics, sedatives and 
anxiolytics

Myslee tablets, Lendem tablets, 
Halcion tablets, Rohypnol tablets, 
Nelbon tablets, Lendormin D tablets, 
Amoban tablets

8

14

Psychotropic agents★
Dezolam tablets, Reslin tablets, 
Anafranil tablets, Depas tablets, 
Eticalm tablets

5

Anticonvulsants★ Depakene tablets 1
Hormone 
preparations 
(including 
antihormone 
preparations)

Pancreatic hormone 
preparations★ Levemir injection 1 1

Unknown 5 5

Double 
dosing

Cardiovascular drugs

Antihypertensives Olmetec tablets, Cardenalin tablets 3

7
Vasodilators Amlodin tablets, Adalat-CR tablets 2
Agents for 
hyperlipidemias Livalo tablets 1

Diuretics Lasix tablets 1
Other agents 
affecting metabolism Antidiabetic agents★ Glactiv tablets 1 1

Hormone 
preparations 
(including 
antihormone 
preparations)

Pancreatic hormone 
preparations★ NovoRapid FlexPen 1 1

*Where multiple drugs were listed for a single case, each individual drug has been counted.
*★ indicates drugs in treatment fields that are listed in the Operational Guidelines for Pharmacological Management and Guidance Concerning High-risk Drugs in 
Pharmacies (2nd Edition) as requiring particular care when being administered.

Based on the summary of event reported in cases involving errors in the quantity of the drug, the effects on 
the patient thought to have resulted from the mistake are shown in Fig. III-2-79. Among the cases involving 
overdose were many in which an excessive quantity of an agent affecting the central nervous system was taken, 
so there were many reports of fractures and other external injuries due to falling over or falling down from 
something (such as a bed), as well as effects on the patient’s state of consciousness. Moreover, the symptoms 
experienced in cases involving double dosing included low blood glucose due to the effect of anti-diabetic 
drugs and decreased blood pressure and dehydration due to cardiovascular drugs.

Fig. III-2-79 Effect on Patient in Cases Involving Errors in the Quantity of the Drug

Effect on patient Number of 
events

Overdose

Fell over / fell down

Acute subdural hematoma 1
Fibular fracture, contusion of the head, subcutaneous hematoma 
of the head 1

Fracture dislocation of the shoulder, rib fracture 1
Femoral fracture 1

Impaired consciousness 2
Lightheadedness when walking 2
Vomiting 1
None 1
Unknown 3

Double dosing
Low blood glucose 2
Hypotension 1
Dehydration 1
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Next, the status in regard to the medical institution’s grasp of the drugs being self-administered by the patient 
has been classified into “accurate grasp”, “inadequate grasp” and “unclear”, and the event summaries have 
been tabulated (Fig. III-2-80). Among the cases of overdose were many that occurred despite the medical 
institution having an accurate grasp of the drugs being self-administered by the patient, while in all of 
the cases of double dosing, the medical institution’s grasp of the self-administered drugs was inadequate. 
Furthermore, the specific inadequacies in the medical institution’s grasp of the self-administered drugs have 
been tabulated in Fig. III-2-81, from which one can see that among the cases of overdose were two in which 
the medical institution in question had not grasped the fact that the patient was taking too much of the drug, 
while among the cases of double dosing were two in which the medical institution in question had not grasped 
the prescription start date for the drug handed over to the patient.

Fig. III-2-80　Grasp of Self-administered Drugs in Cases Involving Errors in the Quantity of the 
Drug

Grasp of self-administered drugs Errors in the quantity of the drug TotalOverdose Double dosing
Accurate grasp 9 0 9
Inadequate grasp 4 4 8

Fig. III-2-81　Specific Inadequacies in the Grasp of Self-administered Drugs in Cases Involving 
Errors in the Quantity of the Drug

Specific inadequacies Number 
of events

Overdose
The fact that the patient was taking too much of the drug 2
The fact that double dosing was taking place because it was a long-term prescription 1
Method of self-administering the sleep-inducing drug, which was a single-dose drug 1

Double dosing
Prescription start date for the drug handed over to the patient 2
The fact that the patient had already self-injected the drug 1
The fact that self-administered drugs and nurse-managed drugs had been mixed together 1

The events have been classified according to the age of the patient who was self-administering oral medication or 
injection drugs (Fig. III-2-82). Of the 17 cases, apart from the two in which the age of the patient is unknown, most 
reports involved patients aged 60 or above, which is the generation that tends to be receiving ongoing treatment 
with oral medication or injection drugs, and among whom there is a rising trend in the inpatient treatment rate2); 
more specifically, five cases involved patients in their 60s, while four involved patients in their 70s. Moreover, 
there were reports of four cases involving comparatively young patients, in their 20s and 30s.

Fig. III-2-82　Age of Patient
Age of patient Number of events

20s 3
30s 1
60s 5
70s 4
80s 2

Unknown 2

(c)  Background and causal factors pointed out by the Expert Analysis Group and the 
Comprehensive Evaluation Panel in relation to medical adverse events involving errors in 
the quantity of the drug

Of the 17 cases involving errors in the quantity of the drug related to self-administered drugs that were 
reported by medical institutions, the Expert Analysis Group and Comprehensive Evaluation Panel considered 
those involving overdose or double dosing and pointed out that it is also vital to take into account the following 
background and causal factors, from the perspective of preventing recurrence.
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i)  Background and causal factors pointed out by the Expert Analysis Group and the 
Comprehensive Evaluation Panel in relation to events involving overdose

1) Concerning ascertaining the status of oral/injection drug administration
○  Introducing self-administered drugs might perhaps make it harder for medical personnel to gain a 

precise grasp of the drugs being administered to the patient.
○  There are cases in which it is unclear whether or not the nurse understood that the patient was self-

administering drugs.
○  There would seem to be partial involvement with the patient by various medical personnel, with 

pharmacists being involved in regard to the content of medicines brought in at hospitalization, physicians 
with the content of post-admission prescriptions, and nurses with the method of administering the 
drugs.

○  If the patient’s treatment involves only clinical departments within the same medical institution, it is 
easy to check the details of what has been prescribed to the patient, but in light of the fact that this 
particular patient was not due to be admitted for a long period and drug was administered in relation 
to a sleep disorder, this was perhaps inevitable without carrying out a check. (Fig. III-2-77 Case No.1)

2) Concerning orders/prescriptions
○  The current situation is such that psychiatric departments in particular have a tendency to issue double 

dose prescriptions, in order to issue prescriptions for long-term drugs, but this is a tacit understanding 
between the prescribing physician and the patient and there is no way for anyone else to check it unless 
notes are made somewhere other than on the prescription. (Fig. III-2-77 Case No.1)

○  If information concerning the drugs being administered to the patient (Dezolam, Lendormin) had been 
ascertained and conveyed when accepting the order from the physician, there is a possibility that a drug 
other than Cercine might have been selected to deal with the patient’s hiccups. (Fig. III-2-77 Case No.2)

3) Concerning evaluation of self-administration
○  The fact that the patient was self-administering his/her drugs at home was perhaps not sufficient 

grounds for evaluating his/her ability to self-administer drugs at the hospital and deciding that s/he 
could self-administer them after admission as well.

○  At present, decisions about whether or not patients should self-administer their drugs would seem to be 
based solely on the judgment of nurses.

4) Concerning explanation/guidance to patient
○  Explanations and guidance seem to begin and end with the explanation of drugs provided when starting 

to self-administer them, and it appears that no further feedback is provided thereafter.
5) Concerning taking/injecting self-administered drugs

○  Most sleeping drugs are taken at a timing of the patient’s own choosing before going to sleep at night, 
so it is difficult to check whether or not they have been taken.

○  From the perspective of preventing accidental ingestion, the rule is that PTP sheets should not be given 
to patients cut into strips of fewer than two tablets, but once a patient has taken out the tablet that they 
were supposed to take and has casually set aside the remaining tablet for the next day, it seems that it 
then becomes difficult to ascertain when the next tablet should be taken. (Fig. III-2-77 Case No.3)

6) Other
○  If a patient is admitted, the responsibility for management of his/her drugs lies with the medical 

institution, but if self-administered drugs are handed over to the patient, it appears that the locus of 
responsibility then becomes ambiguous.

ii)  Background and causal factors pointed out by the Expert Analysis Group and the 
Comprehensive Evaluation Panel in relation to events involving double dosing

1) Concerning ascertaining the status of oral/injection drug administration
○  At present, once drugs are being self-administered, the medical personnel’s grasp of such matters as 

for what the drugs have been prescribed, when they were started, and how they are being administered 
seems to become tenuous and the responsibility for management of the drugs appears to be transferred 
to the patient.
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2) Concerning drug handover
○  In the case of self-administered drugs, if drugs that differ in some respect from what was prescribed to 

the patient are handed over, there is a possibility that discovery of this fact could be delayed.
○  When handing over self-administered drugs for ongoing administration, it appears that if staff members 

merely hand them over, the patient does not know whether the drugs are additional or an increased 
dose. (Fig. III-2-77 Case No.8)

3) Concerning taking/injecting self-administered drugs
○  Double dosing (as in this case) or omission of an injection could perhaps occur unless there is a clear 

understanding of who is in charge of supervising insulin injections for patients who are self-injecting. 
(Fig. III-2-77 Case No.6)

4) Other
○  It is not clear why the patient was self-administering the Amlodin, Livalo, Olmetec and Glactiv 

brought in at hospitalization, while the nurse was managing the drugs prescribed after admission and 
the Amaryl that the patient brought in at hospitalization. Perhaps it might have been better to avoid a 
mixture of self-administration and nurse management. (Fig. III-2-77 Case No.7)

○  The original objective of self-administering drugs while admitted was to provide the patient with 
training in how to take the drugs after discharge. There are significant management gains to be made 
by using a comprehensive payment system based on DPC (Diagnosis Procedure Combination) to reduce 
the number of prescriptions made, so it appears that there are currently many cases in which medical 
institutions have patients continue to self-administer their medicines brought in at hospitalization, but 
this would seem to be somewhat far removed from the proper objective of self-administration.

(d)  Improvement measures pointed out by the Expert Analysis Group and the Comprehensive 
Evaluation Panel in relation to medical adverse events involving errors in the quantity of 
the drug

Of the 17 cases involving errors in the quantity of the drug related to self-administered drugs that were 
reported by medical institutions, the Expert Analysis Group and Comprehensive Evaluation Panel considered 
those involving overdose or double dosing and pointed out that it is also vital to take into account the following 
improvement measures, from the perspective of preventing recurrence.
i)  Improvement measures considered by the Expert Analysis Group and the Comprehensive 

Evaluation Panel in relation to events involving overdose
1) Concerning ascertaining the status of oral/injection drug administration

○  In the event that a patient is self-administering drugs, surely it is necessary for the medical institution 
to retain responsibility for the management of the information (content of the prescription, usage and 
dosage, amount of medication remaining, etc.), even if the patient is managing the physical item (drug)?

2) Concerning orders/prescriptions
○  When a physician prescribes a drug, it would be helpful if an order could also be made about the 

administration method, such as “nurse-managed” or “self-administered”, with the administration 
method being printed on the prescription and the drug bag.

○  Originally, the basic rule was that the amount that should be administered to the patient was prescribed, 
so if there is a discrepancy between the quantity prescribed and the dosage, should this not be noted 
on the record?

3) Concerning evaluation of self-administration
○  The drugs administered by the patient also fulfill an educational purpose in relation to their continuation 

after discharge, so why not evaluate them via a multidisciplinary team that includes such staff members 
as physicians, nurses and pharmacists?

○  If patients make some kind of mistake when self-administering drugs and consideration is being given 
to whether to continue with self-administration, rather than simply switching to nurse management, is 
it not necessary to think about the original objective of introducing self-administered drugs and devise 
some kind of way to ensure that no further mistakes are made? 

○   Why not clarify the points to be evaluated in relation to self-administration of hypnotics and sedatives? 
(Example)  •  The benefits of the prescribed drug (including the fact that it is known what happens 
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when administered in large quantities), and the usage and dosage are understood, so it can 
be administered accurately.

 • There are no problems with motor skills, such as mobility.
 • The drug is one that will continue to be taken after discharge. 　Etc.
4) Concerning explanations to the patient

○  When commencing self-administration, rather than ending all intervention with the explanation of how 
to administer the drugs, why not ensure that the person who provided the evaluation is in attendance 
when the patient administers them for the first time, so that they can check on the way that they are 
administered and re-evaluate the potential for self-administration, or provide feedback regarding self-
administration methods that would be less likely to result in mistakes?

○  When explaining the drugs to the patient, why not provide more specific explanations, such as advising them 
to put any drugs not being taken at that precise moment back in the drug bag, rather than leaving them out.

5) Other
○  Why not consider introducing ward pharmacists who are involved throughout the entire process, such 

as checking the patient’s medicines brought in at hospitalization and the content of prescriptions issued 
during the admission, determining methods of drug administration, providing drug administration 
guidance, and confirming that drugs have been administered?

ii)  Improvement measures considered by the Expert Analysis Group and the Comprehensive 
Evaluation Panel in relation to events involving double dosing

1) Concerning ascertaining the status of oral/injection drug administration
○  It would be helpful to have a location on the system where the patient’s correct drug history, including 

medicines brought in at hospitalization, can be reviewed at a glance.
2) Concerning orders/prescriptions

○  It would be helpful to devise methods to prevent double dosing, such as being able to enter on the 
computer system the amount of medicines brought in at hospitalization that are remaining and having 
an error message displayed if the start date of the next prescription for medicines brought in at 
hospitalization overlaps with the existing one.

3) Concerning evaluation of self-administration
○  Would it not be wise to consider self-administration by the patient of drugs for chronic complaints that 

will continue to be administered in the long term even after discharge, with nurses managing those 
drugs that are being administered temporarily, such as antibiotics?

○  There is no need to mix nurse management with self-administration, so if there are drugs that should 
be managed by the nurse for some reason (for example, high-risk drugs or drugs with a fluctuating 
dosage), why not have all of the drugs prescribed for the patient managed by the nurse?

4) Concerning drug handover
○  Why not establish rules to ensure that duplicate drugs are not handed over, such as stipulating that, 

when handing over self-administered drugs for ongoing administration, the empty drug bag for the 
drugs that the patient has finished should be exchanged for the newly-prescribed drugs?

5) Concerning taking/injecting drug
○  If insulin, spare needles and alcohol swabs are placed on a tray, it is difficult to tell whether insulin 

administration has been completed, so why not prepare only one needle and alcohol swab per injection?
○  It is difficult to adjust the time when insulin is administered, due to the timing of meals, so rather than 

having the nurse in charge of the care of a particular patient check on the injection, why not consider a 
method in which a list of patients injecting insulin is brought in with the serving trolley for meals and 
the nurse who serves the patient the meal checks that the patient has self-injected the insulin?

(3) The Current Status of Medical Near-miss Events Related to Self-administered 
Drugs

(a) Occurrence status
Between July 1 and December 31, 2011, there were 875 reports of “Medical near-miss events related to drugs 
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self-administered by hospitalized patients (oral medication and injections only)”, which is one of the themes 
for medical near-miss information. This will continue to be taken up as a theme hereafter, and it is anticipated 
that there will be ongoing reports up to the end of the report acceptance period at the end of June 2012. In this 
Annual Report, relevant events reported in the period under analysis have been classified and tabulated in the 
same way as medical adverse events.
(b) The classification of medical near-miss events related to self-administered drugs
In the same way as medical adverse events, the reported medical near-miss events related to self-administered 
drugs have been classified according to the stage at which they occurred and the summary of the event, and the 
status of their occurrence has been tabulated (Fig. III-2-83). There are more medical near-miss events related 
to self-administered drugs than medical adverse events related to self-administered drugs. It is presumed that 
this is because most events related to self-administered drugs do not go as far as becoming medical adverse 
events and are noticed at the stage at which they are still medical near-miss events. Based on the summary of 
event, the most common types of medical near-miss event are events involving errors in the quantity of the 
drug, which were involved in 292 cases, and events in which administration was not carried out, which was 
involved in 285 cases. Looking at the cases in greater detail, within the “not carried out” category, there were 
191 cases of “forgot to take/inject”; within the “wrong method” category, there were 184 cases of “wrong 
usage”; and within the “errors in the quantity of the drug” category, there were 179 cases of “overdose”. 
Moreover, looking at the stage at which the events occurred, 228 cases occurred during “checks/observation 
before/after taking/injecting drug”, 225 during “explanation/guidance to patient”, and 158 during “evaluation 
of self-administration”.

Fig. III-2-83　Status of the Occurrence of Medical Near-miss Events Related to Self-administered Drugs
Summary of event

Errors in the 
quantity of the 

drug
Wrong 
method Not carried out

Ascertaining the status of oral/
injection drug administration 0 3 0 5 1 0 3 1 0 3 0 1 17

Ordering/prescription 5 2 0 1 0 0 2 0 5 1 0 0 16

Order acceptance/handover 3 5 3 2 2 0 8 0 15 11 0 3 52

Dispensing/auditing 4 1 0 0 0 0 0 0 0 0 0 1 6

Evaluation of self-administration 3 52 6 13 48 0 28 3 0 0 0 5 158

Explanation/guidance to patient 6 58 9 30 57 2 30 7 1 18 0 7 225

Drug handover 1 2 0 10 9 0 3 5 38 3 2 1 74

Taking/injecting drug 4 16 3 6 27 1 10 2 0 1 0 0 70

Checks/observation before/after 
taking/injecting drug 2 35 13 9 36 1 103 14 3 1 0 11 228

Recovery of the drug 2 1 0 2 1 0 1 0 0 10 0 0 17

Other 1 4 1 0 3 0 3 0 0 0 0 0 12

Subtotal 31 179 35 78 184 4 191 32 62 48 2 29 875

Total 31 292 188 285 48 2 29 875
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The reported medical near-miss events related to self-administered drugs have been classified according to 
administration method (Fig. III-2-84). Similarly to medical adverse events, there were many medical near-miss 
events involving patient-administered drugs, with 749 cases being reported. Moreover, in the case of partially 
patient-administered drugs, similarly to the situation in regard to medical adverse events, medical near-miss 
events were most common in cases in which the patient was self-administering a supply of drugs for a set 
interval, but there were also cases in which the patient was only self-administering some drugs, or in which 
only the technique for carrying out self-injection of drugs such as insulin was being checked.

Fig. III-2-84 Drug Administration Method

Drug administration method Number of 
events

Patient-administered 749
Partially patient-administered 107

Administering 1 day's supply 42
Administering a supply for multiple days (3 days, 1 week, etc.) 11
Self-administering only some drugs (medicines brought in at hospitalization, 
sleep-inducing drug, etc.) 28

Administration technique checked 26
Family-administered 16
Other 3

When the self-administered drugs were classified according to whether they were oral medication or injection 
drugs, it was ascertained that most involved self-administered oral medication (Fig. III-2-85). Furthermore, 
these drugs were identified from the reports and, apart from those in which the details of the drug involved 
were unclear, the names of those with efficacies involved in multiple reports of medical near-miss events have 
been tabulated and classified according to efficacy (Fig. III-2-86). Looking at the drugs in treatment fields 
listed as requiring particular care when being administered, which were referred to in the section on medical 
adverse events, there were many reports of diabetes-related drugs such as antidiabetic agents and pancreatic 
hormone preparations being involved in medical near-miss events.

Fig. III-2-85　Drug Type
Number of events

Oral medication 797

Injection drug 78

Fig. III-2-86　Tabulation According to Efficacy Classification

Main efficacy Main products Number of 
reports

Agents for peptic ulcer Takepron, Gaster, etc. 41
Antihypertensives Artist, Renivace, etc. 35
Other agents relating to blood and body fluids Bayaspirin, Plavix, etc. 32
Antidiabetic agents★ Seibule, Basen, etc. 31
Pancreatic hormone preparations★ Humalog injection, Humulin R injection, etc. 28
Vasodilators Amlodin, Norvasc, etc. 23
Diuretics Aldactone, Lasix, etc. 19
Antibiotic preparations Flomox, Pasetocin, etc. 19
Antipyretics, analgesics and anti-inflammatory agents Loxonin, Hypen, etc. 17
Adrenal hormone preparations Predonine, Decadron, etc. 12
Anticogulants★ Warfarin, Warfarin-potassium 10
Other chemotherapeutics Baktar, Bactramin, etc. 9
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Unclassified agents affecting metabolism Rheumatrex, Osten, etc. 8
Antacids Maglax, Magmitt, etc. 8
Antiarrhythmic agents Tambocor, Maintate, etc. 7
Synthetic antibacterial agents Cravit, Zyvox, etc. 7
Other agents affecting digestive organs Emend capsules, Primperan, etc. 7
Psychotropic agents★ Depas, Seroquel, etc. 6
Antitumor drugs★ TS-1, Hydrea capsules, etc. 6
Hypnotics, sedatives and anxiolytics Lendormin, Rohypnol, etc. 6
Agents for hyperlipidemias Crestor, Lipitor, etc. 6
Thyroid and para-thyroid hormone preparations Thyradin, Mercazole 6
Vitamin B supplements (excluding B1) Methycobal, Pantosin, etc. 6
Other agents for uro-genital and anal organs Harnal, Uteron, etc. 6
Agents for treatment of gout Zyloric, Narcaricin, etc. 5
Hemostatics Adona, Transamin 5
Antidiarrheals, intestinal regulators Biofermin, Miya-BM, etc. 5
Other antiallergic agents Allelock, Onon, etc. 5
Alkaloidal narcotics MS Contin, Oxinorm, etc. 5
Cholagogues Urso 4
Mineral preparations Incremin syrup, Ferromia, etc. 4
Expectorants Mucodyne 4
Antitussives Astomin, Medicon, etc. 3
Anticonvulsants★ Aleviatin, Gabapen, etc. 3
Anti-virus agents Zovirax, Baraclude, etc. 3
Other cardiovascular drugs Sermion, Phosblock, etc. 3
Anti-motion-sickness agents Merislon 2
Cardiotonics (digitalis preparations★) Digosin, Pimobendan 2
Bronchodilators Theodur, Meptin, etc. 2
Chinese medicines Tsumura Daikenchuto 2
Other agents affecting central nervous system Aricept, Gramalil, etc. 2
Purgatives and clysters Sennoside, etc. 2

*Where multiple drugs were listed for a single case, each individual drug has been counted.
*★ indicates drugs in treatment fields that are listed in the Operational Guidelines for Pharmacological Management and Guidance Concerning High-risk Drugs in 
Pharmacies (2nd Edition) as requiring particular care when being administered.

(4) Medical Near-miss Events Involving Errors in the Quantity of the Drug Related to 
Self-administered Drugs (published in the 28th Quarterly Report)

(a)  Medical near-miss events involving errors in the quantity of the drug related to self-
administered drugs

There were 292 reports of medical near-miss events involving errors in the quantity of the drug related to 
self-administered drugs between July 1 and December 31, 2011. Of these, the largest number was accounted 
for by overdoses, which were involved in 179 cases, while double dosing was involved in 78 cases. Moreover, 
there were 35 cases involving underdoses, which were not reported as medical adverse events (see Fig. III-2-83 
above).

(b)  The classification of medical near-miss events involving errors in the quantity of the drug 
related to self-administered drugs

The 292 medical near-miss events involving errors in the quantity of the drug have been classified according to 
whether or not the drug was actually administered (Fig. III-2-87). The drug was actually administered to the 
patient in 228 cases, but in terms of the degree of treatment required, 200 of those cases required no treatment. 
Moreover, in cases in which the drug was not actually administered to the patient, looking at the degree of 
impact if the drug had been administered, one can see that all fall into the category of “Patients would have 
required minor procedure/treatment or would not have required any procedure/treatment”, suggesting that the 
impact would have been minimal, even if the drug had been administered.
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Fig. III-2-87 Was the Drug Actually Administered in Cases Involving Errors in the Quantity of the 
Drug?

Was the drug 
actually 

administered?

Degree of treatment 
required Degree of impact Number 

of events Total

Yes
None 200
Minor treatment 4 228
Unknown 24

No

Patients would have died or had serious 
conditions 0

Patients would have required intensive 
procedure/treatment 0 64

Patients would have required minor procedure/
treatment or would not have required any 
procedure/treatment

64

The drugs reported as being involved in cases of overdose, underdose, and double dosing, apart from cases 
in which the name of the drug was not specified, have been identified from the reported medical near-miss 
events involving errors in the quantity of the drug related to self-administered drugs and classified according 
to site of action and ingredient, and those drugs that had sites of action and ingredients involved in numerous 
reports have been tabulated (Fig. III-2-88). Looking at the drugs involved in overdoses by site of action and 
ingredient, cardiovascular drugs accounted for the largest number of reports, being involved in 48 cases, while 
by efficacy, the largest number of cases was accounted for by agents for peptic ulcer (20 cases), followed by 
antihypertensives (19 cases) and adrenal hormone preparations (18 cases). In terms of the drugs involved in 
underdoses, by site of action and ingredient, the largest number of reports was accounted for by hormone 
preparations, which were involved in 12 cases, while by main efficacy, the largest number of reports related to 
pancreatic hormone preparations, which were involved in 10 cases. With regard to drugs involved in double 
dosing, by site of action and ingredient, the largest number of reports was accounted for by agents affecting the 
central nervous system, cardiovascular drugs and agents affecting digestive organs, which were each involved 
in 20 cases; by main efficacy, the largest number of reports related to anti-peptic ulcer agents, which were 
involved in 10 cases, with other agents relating to blood and body fluids also accounting for a large number of 
reports, being cited in nine cases.
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Fig. III-2-88　Self-administered Drugs Involved in Cases of Errors in the Quantity of the Drug, 
Classified by Site of Action and Ingredient

Site of action, 
ingredient Main efficacy Name of main product used

Number 
of 

reports
Total

Overdose

Cardiovascular drugs

Antihypertensives Cardenalin tablets, Diovan tablets, 
Nu-Lotan tablets, etc. 19

48

Vasodilators Norvasc tablets, Amlodin tablets, 
Sigmart tablets, etc. 14

Diuretics Fluitran tablets, Lasix tablets, etc. 8

Antiarrhythmic agents★ Ancaron tablets, Tenormin tablets, 
Maintate tablets 4

Agents for hyperlipidemias Crestor tablets 2
Cardiotonics (including digitalis 
preparations★) Halfdigoxin-KY tablets 1

Agents affecting 
digestive organs

Agents for peptic ulcer Takepron capsules, Pariet tablets, 
Famotidine tablets, etc. 20

37

Antidiarrheals, intestinal 
regulators

Biofermin R tablets, Bio-Three 
powder, etc. 8

Antacids Magmitt tablets, Adsorbin powder 4
Other agents affecting digestive 
organs

Gasmotin tablets, Ganaton tablets, 
etc. 3

Purgatives and clysters Sennoside tablets 1
Cholagogues Urso tablets 1

Hormone preparations 
(including antihormone 
preparations)

Adrenal hormone preparations Predonine tablets, prednisolone 
tablets, Decadron tablets 18

36Pancreatic hormone 
preparations★ 

Lantus for injection, NovoRapid for 
injection, Humalog for injection, etc. 17

Thyroid and para-thyroid 
hormone preparations Mercazole tablets 1

Agents affecting 
central nervous system

Antipyretics, analgesics and 
anti-inflammatory agents Loxonin tablets, Calonal tablets 9

25
Hypnotics, sedatives and 
anxiolytics Myslee tablets, Benzalin tablets, etc. 8

Other agents affecting central 
nervous system Lyrica capsules, Aricept tablets 5

Psychotropic agents★ Novamin tablets, Depas tablets 3

Other agents affecting 
metabolism

Antidiabetic agents★ Januvia tablets, Glimicron tablets, 
Seibule tablets, Basen OD tablets, etc. 12

18
Otherwise unclassified agents 
affecting metabolism (including 
immunosuppressants★)

Cellsept capsules, Adetphos Kowa 
Enteric Coated Tablets, Rheumatrex 
capsules

3

Agents for treatment of gout Allopurinol tablets, Zyloric tablets, 
etc. 3

Agents relating to 
blood and body fluids

Other agents relating to blood 
and body fluids

Bayaspirin tablets, Plavix tablets, 
Pletaal tablets 10

18Anticogulants★ Warfarin tablets 5
Hemostatics Adona tablets, Transamin tablets 3

Antibiotic preparations Flomox tablets, Clarith dry syrup 
10% for pediatric use, etc. 10 10

Chemotherapeutics Other chemotherapeutics Baktar 6 10Synthetic antibacterial agents Cravit tablets, Avelox tablets 4

Antineoplastic agent★ TS-1 combination capsules, Iressa 
tablets, Nexavar tablets, etc. 10 10
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Site of action, 
ingredient Main efficacy Name of main product used

Number 
of 

reports
Total

Underdose

Hormone 
preparations
(including 
antihormone 
preparations)

Pancreatic hormone 
preparations★ 

Humulin R for injection, Levemir for 
injection, Novolin 30R for injection, 
etc.

10

12Thyroid and para-thyroid 
hormone preparations Thyradin S tablets 1

Adrenal hormone preparations Predonine tablets 1

Cardiovascular drugs
Antihypertensives Artist tablets, Blopress tablets, etc. 5

9Vasodilators Vasolan tablets, Amlodin tablets, etc. 3 
Agents for hyperlipidemias Mevalotin tablets 1

Other agents affecting 
metabolism Antidiabetic agents★ Amaryl tablets, Euglucon tablets, etc. 6 6

Agents relating to 
blood and body fluids

Other agents relating to blood 
and body fluids Bayaspirin tablets, Plavix tablets 2

5Hemostatics Adona tablets, Transamin tablets 2 
Anticogulants★ Warfarin tablets 1

Double 
dosing

Agents affecting 
central nervous 
system

Antipyretics, analgesics and 
anti-inflammatory agents

Loxoprofen tablets, Sosegon tablets, 
etc. 6

20

Hypnotics, sedatives and 
anxiolytics

Lendormin tablets, Goodmin tablets, 
etc. 6

Psychotropic agents★ Depas tablets, Jzoloft tablets, etc. 4
Anticonvulsants★ Tegretol, Depakene tablets 2
Other agents affecting central 
nervous system Lyrica capsules 1

Antiparkinson drugs EC-Doparl tablets 1

Cardiovascular drugs

Antihypertensives Artist tablets, Enalapril tablets, etc. 8

20

Vasodilators Amlodin tablets, Nicoranta tablets, 
etc. 6

Diuretics Lasix tablets, Aldactone-A tablets 3
Antiarrhythmic agents★ Cibenol tablets, Bepricor tablets 2
Cardiotonics (including digitalis 
preparations★) Digosin tablets 1

Agents affecting 
digestive organs

Agents for peptic ulcer Mucosta tablets, Takepron capsules, 
etc. 10

12

Antacids Maglax tablets, Magmitt tablets, etc. 4
Antidiarrheals, intestinal 
regulators Miya-BM tablets, etc. 3

Other agents affecting digestive 
organs Primperan tablets, etc. 2

Stomachics and digestives Excelase combination capsules 1

Other agents affecting 
metabolism

Antidiabetic agents★ Metgluco tablets, Januvia tablets, etc. 7

12
Otherwise unclassified agents 
affecting metabolism (including 
immunosuppressants★)

Prograf capsules, Osten tablets, etc. 3

Agents for treatment of gout Zyloric tablets, Alositol tablets 2

Agents relating to 
blood and body fluids

Other agents relating to blood 
and body fluids Bayaspirin tablets, Pletaal tablets, etc. 9 11
Anticogulants★ Prazaxa capsules, Warfarin 2

*Where multiple drugs were listed for a single case, each individual drug has been counted. However, in the case of medical near-miss events, only the sites of action 
and ingredients that were frequently cited in reports are shown here.
*★ indicates drugs in treatment fields that are listed in the Operational Guidelines for Pharmacological Management and Guidance Concerning High-risk Drugs in 
Pharmacies (2nd Edition) as requiring particular care when being administered.

(c)  Background and causal factors in medical near-miss events involving errors in the quantity 
of the drug related to self-administered drugs

The main background and causal factors common to all three types of case (overdose, underdose, and double 
dosing) identified from among the reported medical near-miss events involving errors in the quantity of the 
drug related to self-administered drugs are shown below, sorted by category.



III

III Current Analysis of Medical Near-miss/Adverse Event Information

- 348 -

i) Background and causal factors common to all types of case
1) Concerning ascertaining the status of oral/injection drug administration

○  The prescription for medicines brought in at hospitalization stated that the patient should take one tablet 
on each occasion, but it was not ascertained that the patient was actually taking two tablets each time.

○  When the patient was examined in the orthopedic department, the same drug that s/he had been 
prescribed by the neurosurgery department was prescribed, but these were distributed to the patient 
due to being oral medication prescribed after an examination in another clinical department.

2) Concerning orders/prescriptions
○  When entering the physician’s order for the following day into the ordering system on his/her computer, 

the attending physician overwrote the order that had been in place up to the day in question, so the order 
in place up to that day disappeared.

○  The medicines brought in at hospitalization had been prescribed as PTP sheets, but the internal 
prescription was prescribed packaged together.

3) Concerning order acceptance/handover
○  There was an order that had been issued before being changed and one issued after being changed, but 

the staff member concerned did not check which was valid.
○  The staff did not ascertain that the drugs prescribed by another clinical department included both self-

administered and nurse-managed drugs.
○  There was a lack of collaboration between nurses when switching the patient back from nurse-managed 

drugs to self-administered drugs.
○  Not all staff were implementing a system for the patient to practice self-administration in a consistent 

manner.

4) Concerning evaluation of self-administration
○  The patient was in his/her 20s, so was assumed to have the ability to understand.
○  The patient was in his/her 40s, so was thought to have a low risk of overdose.
○  The patient was young, in his/her 60s, so was assumed to be fine.
○  The oral medication was just one tablet, so self-administration was judged to be possible.
○  As the answers on the self-administration ability checklist were all “Yes”, the patient verbalized the 

drug efficacy, usage and dosage, or had already been self-administering the drug, self-administration 
was judged to be possible. (Multiple cases)

○  The nurse who judged that self-administration was possible did not use a checklist.
○  There were no clear judgment criteria within the hospital concerning self-administration of oral 

medication, so it was partly based on the judgment of the individual.

5) Concerning explanation/guidance to patient
○  The self-injecting patient was not told the insulin dosage, or this information was delayed. (Multiple 

cases)
○  Due to a lack of explanation, the patient thought that all the drugs on the sheet constituted a single dose.
○  The patient was provided with an explanation about self-administration at a time when s/he was 

suffering from abdominal pain.
○  The medicines brought in at hospitalization were running out, so the same quantity was prescribed 

internally on an ongoing basis, but as the explanation was inadequate, the patient thought that the 
quantity had increased.

○  When starting self-administration, the patient did not receive an explanation in which each individual 
drug was taken out of the bag and explained.

○  The nurse carried out drug administration guidance, with no intervention by the pharmacist.
○  After the pharmacist provided an explanation concerning self-administration, the patient’s level of 

understanding was not checked.
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6) Concerning drug handover
○  Some of the patient’s drugs were only to be taken on alternate days, but the drugs were handed over 

without checking the content of each of them and explaining these matters to the patient.
○  A nurse who was not dealing with the care of the patient concerned, who was unaware that the same 

drugs as those brought in at hospitalization had been prescribed, handed over the same drugs that had 
been prescribed after admission.

7) Concerning checks/observation before/after taking/injecting drug
○  No check was carried out to ensure that the drug had been taken. (Multiple cases)
○  No check was carried out of the amount of drugs remaining. (Multiple cases)

8) Concerning the patient and family
○  The patient made a unilateral decision to increase or decrease the dosage. (Multiple cases)
○  The patient was dissatisfied about the fact that the nurse carried out checks or pointed out a mistake.
○  The assessment was that the drugs should be managed by the nurse, but the patient expressed a strong 

desire to self-administer his/her drugs and refused to hand them over.
○  The patient had hitherto been self-administering drugs, but there was a change in the situation that 

meant they were unable to self-administer (such as starting chemotherapy, feelings of fatigue, becoming 
febrile, nausea, or psychological instability, etc.)

○  The patient was subject to restrictions on the degree to which the bed could be raised, so s/he did not 
see the drugs on the table.

○  The patient was elderly. (Multiple cases)
○  The patient had a hearing impairment. (Multiple cases)
○  There was a change in the environment due to admission or a ward transfer. (Multiple cases)
○  There were problems with the transmission of information about family-administered drugs between 

the family members escorting the patient.

9) Other
○  There was a mixture of nurse-managed drugs and self-administered drugs.

ii) Background and causal factors cited only in cases of overdose
1) Concerning dispensing/auditing

○  When dispensing five days’ supply of drugs, the pharmacist assumed that it should be seven days’ 
supply, because seven days’ supply was commonly prescribed, and dispensed it without checking.

2) Concerning the labeling of the drug bag or drug storage
○  The drug bag stated that it was one day’s supply, but the patient misread it as being one dose. (Multiple 

cases)
○  The order was to take four tablets once a day, so when explaining this to the patient, the staff member 

concerned used a marker pen to underline “4 tablets per dose”, but the patient ended up taking this three 
times a day, taking a total of 12 tablets.

○  As the prescription was issued outside normal hours, the drug name, date and method of taking it were 
not written on the drug bag.

○  Self-administered drugs with different usages were placed in a single drug bag. (Multiple cases)

iii) Background and causal factors cited only in cases of underdose
1) Concerning evaluation

○  Due to a fear of side-effects, the patient did not want to take the prescribed oral medication, but the staff 
members did not pick up on the patient’s concerns.

iv) Background and causal factors cited only in cases of double dosing
1) Concerning the dosage form or the form of the prescription

○  The patient had been prescribed powdered medication hitherto, but the dosage form was changed to 
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tablets in the next prescription, so the patient thought that s/he had been prescribed a different drug.
○  The shape and color of EC-Doparl tablets and Loxonin tablets 60mg are the same, so they were easy 

to mix up.
○  The medicines brought in at hospitalization were packaged together, but the internal prescription was 

dispensed as drugs in PTP sheets, so the patient thought that s/he had been prescribed a different drug.

(d)  Improvement measures concerning medical near-miss events involving errors in the 
quantity of the drug related to self-administered drugs

Improvement measures have been detailed in the outlines of medical adverse events involving errors in the 
quantity of the drug related to self-administered drugs, and further measures have been pointed out by the 
Expert Analysis Group and Comprehensive Evaluation Panel, but improvement measures cited in the reports 
of medical near-miss events are also a useful point of reference, so the main measures are listed below.

1) Concerning orders/prescriptions
○  A mechanism has been introduced that makes it possible to check that there is no mistake with the date 

when entering physicians’ orders and creates a new entry for each order, rather than overwriting the 
previous order, thereby making it possible to check the orders issued on each date.

2) Concerning evaluation of self-administration
○  A process has been introduced so that pharmacists are involved in the evaluation of self-administration 

and contribute to decisions about whether or not a patient can self-administer.
○  Deciding whether or not a patient should self-administer based on an evaluation using the oral medication 

self-administration assessment form upon admission, even if a patient was self-administering in his/
her own home.

○  Self-administration means that the patient is capable of independently carrying out the actions associated 
with taking medication, namely dividing up the drugs in accordance with the order on the drug bag, 
conveying the drugs to his/her mouth, and swallowing them. A process has been introduced whereby 
self-administration is started in the morning, when a check can be conducted to confirm that the patient 
can carry out these actions, with evaluation of whether the patient was able to do so independently 
being carried out at the very end of the day shift.

○  Using the Ward Self-administration Assessment Sheet to re-evaluate the situation when changing the 
administration method, such as when transitioning from managing one day’s supply to managing three 
days’ supply.

○  In the event of a change in the patient’s physical condition or situation, due to surgery, for example, 
an evaluation is now carried out to determine whether the patient can continue to self-administer or 
whether the nurse should manage the patient’s drugs.

○  Conducting an evaluation in the event that a patient who is self-administering makes a mistake when 
taking his/her drugs, and considering whether to reduce the number of days’ supply being managed to 
a day or three days, or whether to return to nurse management of drugs.

3) Concerning explanation/guidance to patient
○  Providing the patient with information about his/her drugs again when switching from medicines 

brought in at hospitalization prescribed by another medical institution to an internal prescription, as the 
packaging and external appearance can differ.

○  When handing over drugs that the patient is starting to self-administer for the first time, carefully 
explaining each and every drug, removing each one from the drug bag and showing the patient the 
difference between them, rather than just handing the drugs over.

○  When having the patient use a checklist to confirm that s/he has taken the oral medication, the nurse 
now demonstrates how to use it and then has the patient use it, to confirm that s/he can use it properly, 
and then has the patient verbalize his/her understanding of the procedure.

○  Ensuring that the nurse checks the level of understanding after the explanation by the pharmacist.
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○  Explanations have been provided to patients taking anti-diabetic drugs or antihypertensives, concerning 
the effects that mistakes in taking them can have.

○  When explaining the oral medication administration method to family members, explaining not only 
how to read the prescription, how to take the drugs (how to calculate the amount), the intervals at which 
they should be taken, and the place where they should be stored, but also the types of mistake that can 
easily occur, with particular emphasis being placed on important point to remember.

○  Staff have been made thoroughly aware that if an order has changed or there is a message to be 
conveyed, they must deal with it immediately and ensure that they explain the relevant matter to the 
patient without fail.

4) Concerning drug handover / recovery of the drug
○  When handing over drugs to patients, ensuring that checks are carried out to ensure that the prescription 

period does not overlap with the prescription period for the previous prescription, if the drugs are being 
prescribed for the first time, or that there are no drugs remaining from the previous prescription, if it 
is a repeat prescription.

○  In the event that there are drugs with a similar external appearance, cooperation is now sought from 
the pharmacist to make it easier to distinguish between them, such as by drawing an orange line on one 
set of packages.

○  Drawing a symbol in marker pen to draw attention to the usage and dosage on the drug bag before 
handing it over.

○  The practice of handing over in advance drugs that the patient was due to start taking later has been 
stopped.

○  In the event that self-administered oral medications are suspended or stopped, ensuring that the nurse 
takes the remaining drugs for safekeeping until such time as they are resumed.

5) Concerning the method of administration
○  In the event that there is oral medication that the patient needs to take without fail at regular intervals, 

such as anticoagulants, devising ways to make it easier to manage, by such means as using drug boxes, 
rather than drug bags.

○  Ensuring that drugs that the patient is gradually being weaned off, such as steroids, are managed by the 
nurse, rather than being self-administered.

○  Devising ways of ensuring that the patient is aware of having taken the drugs, such as having him/her 
write the date on the drug bag him/herself after having taken the drug, or use a checklist.

○  The drug name, usage and dosage are written on the drug bag, so guidance is now provided to ensure 
that drugs not listed on the bag are not placed inside the drug bag.

○  The physician and family members have discussed the matter and it has been decided that the drugs 
will be managed by the nurse during the admission and administered by the family after discharge.

○  Rather than having patients switch completely to self-administering drugs, it has been decided to adopt 
a method whereby the drugs for that day are set out in the morning, and the number of days for which 
the drugs are set out is gradually increased.

6) Concerning checks/observation before/after taking/injecting drug
○  Ensuring that checks to ensure that drugs have been taken/injected and checks of the amount of the 

drug remaining are carried out even in the case of self-administered drugs.
○  Rather than leaving injections solely in the hands of patients who are self-injecting, on the grounds 

that they always do it, ensuring that staff members remain in attendance until patients complete the 
injection appropriately, in order to check their technique.

○  Carrying out a double-check with the patient of drugs prepared by the patient and insulin units, etc.
○  Continuing to encourage patients to take their drugs for a few days after they transition to self-

administered oral medication.
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○  Even in the case of patients who are self-administering, having them place the empty drug packaging 
on the overbed table after taking the drug, depending on the patient’s condition and the drug, so that 
the packaging can be checked against the prescription.

(e) Reasons why the event did not lead to a medical adverse event
Medical adverse events involving errors in the quantity of the drug related to self-administered drugs are 
reported either because they had some kind of effect on the patient or because they serve to alert readers to the 
issue; in contrast, as shown in Fig. III-2-87, medical near-miss events in this realm were those that had either 
no effect on the patient or only a minor effect, for some reason. Cases in which the drug was not taken because 
a patient who had been self-administering his/her drugs noticed the mistake included those in which a nurse 
handing over nurse-managed drugs at the same time when handing over drugs to cover the two-day shortfall 
in the regular prescription to a patient who was self-administering some of his/her drugs. However, in such 
cases, the reports stated that the patient took only the drugs that s/he was supposed to take and handed back 
the duplicate drugs without taking them.

Moreover, analyzing the reasons why the event did not lead to a medical adverse event, based on the summary 
of the medical near-miss event, the background and causal factors, and the improvement measures cited, the 
reports of both medical adverse events and medical near-miss events included cases of overdose and double 
dosing, but as shown in Fig. III-2-79, the medical adverse events included cases in which an overdose of drugs 
was a factor in a patient falling over or falling down from something, or double dosing caused a patient to 
develop low blood glucose or dehydration; in contrast, in the case of medical near-miss events, the patients did 
not develop such symptoms, so the mistakes did not have a major impact on them.

(5) Conclusion
As well as classifying the medical adverse events and medical near-miss events related to drugs self-administered 
by patients while hospitalized according to the status of their occurrence, the 27th Quarterly Report presented 
specific medical adverse events by content and provided a broad overview of such events. Moreover, many 
medical near-miss events that did not result in a medical adverse event have also been reported, and these have 
been classified in the same way as medical adverse events.

The 28th Quarterly Report analyzed those events related to self-administered drugs that involved errors in the 
quantity of the drug, focusing on overdoses, underdoses and double dosing of drugs. Based on the reported 
events, the number of reports of drugs being self-administered have been tabulated, and the effect on the 
patient and the background and causal factors and improvement measures considered by the Expert Analysis 
Group have been listed. Moreover, although they did not result in medical adverse events, there were many 
reports of medical near-miss events, so the background and causal factors reported in medical near-miss events 
and the reasons why they did not develop into medical adverse events have been analyzed.

We will continue to collect details of such cases in the future, examining in detail the causes of such medical 
adverse events and medical near-miss events, and having the Expert Analysis Group conduct analyses focused 
on the summaries of a number of events.
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[4] Medical Adverse Events Related to Burns From the Tip of a Light 
Source Cable During Surgery

(1) Occurrence Status
A light source cable is an instrument that applies such properties as refraction and reflection; examples of such 
cables include endoscopes, microscopes and laryngoscopes. Since the start of this project (October 2004), 
five medical adverse events have been reported in which a patient sustained a burn caused by the tip of a light 
source cable being used during surgery. Of these, 1 event was reported in the period under analysis in the 25th 
Quarterly Report (January - March 2011).

In the 25th Quarterly Report, the five cases in which a patient sustained a burn caused by the tip of a light 
source cable being used during surgery were analyzed.

(2) Summary of Event
The following provides an outline of the five medical adverse events in which a patient sustained a burn caused 
by the tip of a light source cable being used during surgery.

Case 1
[Details]
During surgical correction of microtia, the surgeon was constructing the right ear and when the surgeon’s assistant 
was harvesting the rib cartilage, s/he used a Storz light source (Matsumoto Medical Inc. (Karl Storz) 490CS) without 
fitting it to the accompanying retractor; when s/he placed it on top of the drape covering the patient’s abdomen, 
without turning off the power, the drape was scorched and the patient sustained a 1cm burn to the abdomen.

[Background and causal factors]
Surgery was being performed in two places simultaneously, so the team members were not paying full attention. As 
well as the Storz light source, the surgeon’s assistant had been using a headlight, but the bulb had gone, so it could not 
be used. The power switch for the Storz light source cannot be operated by the person using it. Instead of returning 
the instrument being used to the instrument tray, it was placed on top of the patient.

Case 2
[Details]
The patient was placed in the right lateral decubitus position for draping, and the left femoral osteotomy commenced. 
A retractor fitted with a light source began to be used, in order to illuminate the operative field. After using the 
retractor, the connection between the light source and the retractor was removed. A short while afterwards, it was 
noticed that the power supply to the light source had not been switched off, so it was switched off. When the drape 
was removed after finishing the surgery, a burn measuring approximately 1.5cm had formed on the inner part of 
the patient’s right thigh. It was thought that the patient had been burned while the power supply to the light source 
was still switched on. The burn was disinfected with Isodine, Baramycin ointment was applied, and the burn was 
protected with gauze.

[Background and causal factors]
In this surgery, it was difficult to see the part of the joint capsule where the incision was to be made, so a retractor with 
attached light source was used, but the light source remained switched on even when not in use. It had previously been 
noticed that the light source was hot, but no decision had been made about where to put it when not in use.
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Case 3
[Details]
After completing a transurethral ureterolithotripsy, the nurse discovered a somewhat hardened skin abnormality 
and a patch of redness on the patient’s left pubic region measuring approximately 2.5cm long by approximately 2cm 
wide. At the same time, traces of the sheet used that appeared to have been burned by a high temperature were also 
discovered.  It was surmised that the skin abnormality had been caused by contact with the light source cable.

[Background and causal factors]
During surgery, when the physician temporarily withdrew the light source cable, s/he placed it on the sheet while 
the light was still switched on, so the part of the sheet with which it came into contact melted and it is thought that 
the high temperature burned the patient’s skin. There was no manual for the handling of light source cables and no 
thought had been given to the risk of burns. Usually, the nurse would observe and return the light source to standby 
mode when it was withdrawn from the endoscope, or switch the power off when the physician said “It’s out”, but this 
time the nurse failed to notice and the physician also failed to say anything.

Case 4
[Details]
Surgery was performed to repair a pelvic organ prolapse. A cystoscope light guide was used to secure the field of 
view deep within the pelvis. After the surgery ended, the physician observed two areas of white degeneration (2mm 
× 8mm, 2mm × 40mm) on the right thigh. The power supply to the light guide remained switched on while using the 
endoscope during surgery. The plastic surgery department diagnosed the patient with third degree burns. The patient 
underwent ablation of the necrotic tissue and was then discharged.

[Background and causal factors]
There was little awareness of the risks involved in the management of light source cables for endoscopes. There was 
a lack of communication between medical personnel. There was a lack of awareness concerning the handling of 
medical devices.

Case 5
[Details]
A low anterior resection and colostomy were performed. While directing the light into the operative field, the area 
was irrigated with lavage fluid and blood was aspirated. When the sterile drape was removed when surgery ended, a 
burn (redness, blistering) measuring 2cm × 5cm was discovered near the right ilium. The tip of the aspiration device 
with attached light (Vital View, Vital View set) used during surgery was stored in the pocket beside the sterile sheet, 
but it is thought that the heat from the handle was conducted through the drape, causing a burn.

If the heat from the handle reaches a certain limit, a red indicator is supposed to light up on the power supply unit, 
but on this particular occasion it did not light up and the staff members did not notice the rise in the temperature of 
the handle.

[Background and causal factors]
The instrument in question was placed on top of the drape covering the patient.
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(3) Light Source Cables
The main types of light source cable used in order to ensure a better view of the operative field or lesion are 
instruments that use halogen lamps, which are brighter than ordinary incandescent bulbs, and those that use 
xenon lamps, which are high intensity and provide a light very similar to natural light. Halogen lamps use the 
light emitted when an electric current is passed through the filament inside, making it incandescent; this light 
is so bright that it becomes very hot. Xenon lamps generate light by means of the excitation of xenon atoms or 
molecules (through interaction with each other, atoms and molecules change from a stable low-energy state to 
a higher-energy state). As well as illumination, the light emitted by a light source generates heat, so there is a 
risk that it could cause medical adverse events such as fires or burns.

Recently, medical devices using LEDs (light-emitting diodes) have become available as high-intensity light 
sources. In LEDs, the energy held by electrons is transformed directly into light energy to produce the light 
emitted by the light source, so the intervention of heat is not required.

(4) Medical Adverse Events Related to Light Source Cables Used During Surgery
(a) Occurrence status of medical adverse events

The five cases in which a patient sustained a burn caused by the tip of a light source cable all involved burns 
during surgery. Fig. III-2-89 shows information including the type of surgery and the surgical lighting device 
being used at that time. Different types of surgery were being performed in all five cases, and the type of 
surgical lighting device being used also differed. From this, it is presumed that various surgical lighting 
devices are used in a variety of types of surgery at present.

Fig. III-2-89

Type of surgery Type of surgical light 
source used

Site and situation where 
the tip of the light source 

cable was placed
Burn site (size)

Number 
of 

events
Surgical correction of 

microtia Storz light source On top of the drape that was 
touching the patient's abdomen

Abdomen
(approx. 1cm) 1

Left femoral osteotomy Retractor with attached 
light source

On top of the drape 
(site on which it was placed 

unclear)

Right inner thigh
(approx. 1.5cm) 1

Transurethral 
ureterolithotripsy Surgical light source

On top of the sheet 
(site on which it was placed 

unclear)

Left pubic region
(approx. 2.5cm × approx. 

2.5cm) 1

Surgery for uterine 
prolapse (surgical 

procedure unknown) 

Endoscopic light source 
cable Unknown

2 places on right thigh
(2mm × 8mm, 2mm × 40mm) 1

Low anterior resection Optical fiber operating 
light (Vital View)

Put away in the pocket beside 
the sterile sheet

Near the right ilium
(2cm × 5cm) 1

The figure below summarizes the details of the clinical department involved, which is selected when reporting 
medical adverse events (Fig. III-2-90). Various clinical departments use surgical lighting devices in a variety 
of types of surgery.
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Moreover, the background and causal factors cited in each case include the fact that staff members had previously 
noticed that the device became hot, but did not think about the risk of burns, and the fact that there was a 
lack of awareness. From this, one can see that, at present, little attention is paid to the risk of burns from the 
surgical lighting devices used as a matter of course on a daily basis. This suggests that it is necessary to ensure 
widespread awareness not only of how to use surgical lighting devices, but also the precautions for their use.

Fig. III-2-90

Clinical department involved Type of Surgery Number of 
events

Urology department

Transurethral lithotripsy
Surgery for uterine prolapse (surgical 
procedure unknown) 2

Surgical department Low anterior resection 1
Orthopedic department Femoral osteotomy 1
Plastic surgery department Surgical correction of microtia 1

(b) Status of the management of light source cables during surgery

Fig. III-2-91 shows the status of the management of light source cables during surgery, ascertained from the 
details of the event included in the reports. In all cases, the power remained switched on, even when the light 
source cable was not being used. Looking at the background and causal factors in relation to whether or not the 
light source was switched on, one can see that at present, medical adverse events are occurring when the light 
source is switched on and off repeatedly and ends up being left switched on, while multiple physicians and 
nurses are cooperating in performing surgery. One example of this was the case in which the surgeon could not 
operate the power switch for the light source, so the nurse would switch it on or off at the physician’s request, 
but the physician failed to say anything on this occasion and the nurse also failed to notice.

In addition, there were cases such as those in which the light source was put in a place not designated in the standard procedure.

Fig. III-2-91

Status of the management of the light source cable during surgery Number of 
events

The power remained switched on even when not in use 5
It was not returned properly to its storage place / the place where it should be put had 
not been designated 5

There was no user manual for the light source cable 2

*More than one option may apply to each event

(c) Background to the patient sustaining the burn

Fig. III-2-92 shows the background to the patient sustaining the burn. 
Burns occurred when drapes, such as single-use versatile drapes and surgical drapes, were scorched or melted, 
and heat was conducted through them. Such drapes are not made of insulating material, so if the temperature 
rises, there is a possibility that the heat will be conducted through it. Moreover, there is a possibility that the 
drape itself might burn or melt. These cases suggest that it is necessary to ensure widespread awareness among 
medical personnel of the fact that casually resting a light source on top of a drape while still switched on risks 
causing burns to the patient, even if it is not directly touching the patient’s skin.
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Fig. III-2-92

Background to the patient sustaining the burn Number of 
events

The drape was scorched 1
The single-use versatile surgical drape melted 1
The heat was conducted through the single-use versatile surgical drape 2
Unknown 1

(5) Improvement Measures at the Medical Institution Where the Event Occurred
The following improvement measures have been reported at the medical institutions where the events occurred.

1) Ensuring that light source cables are not placed on top of patients.

2) Complying with rules after using light source cables.

(i) Returning instruments to the instrument tray after use without fail.

(ii)  Ensuring that the power is switched off and the device is stored in the dedicated storage pocket, not 
placed on top of the drape.

3) Ensuring collaboration among multiple staff

(i)  Ensuring that physicians tell the nurse without fail when they are using a light source in the operative 
field and when they have withdrawn it.

4) Other

(i) Switching the light source to standby mode once withdrawn.

(ii)  Devising ways of handling the cable after it is withdrawn, to ensure that it does not touch the sheet 
or patient’s skin directly.

(6) Conclusion
Light source cables are used in many surgical situations, in order to ensure a better view of the operative 
field or lesion. These cases suggest that it is necessary for medical personnel to pay attention not only to the 
progress of the patient’s surgery, but also to the safe management of the medical devices being used, including 
light source cables.

Currently, medical devices that use LEDs to provide a high-intensity light source, without requiring the 
intervention of heat, are also available, so it would be desirable to consider their introduction.
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[5] Medical Adverse Events Involving Errors in Drug Orders During 
Admission to the Intensive Care Unit (ICU)

(1) Occurrence Status
Patients admitted to the Intensive Care Unit (hereinafter referred to as ICU) are those who are in a critical 
condition and those requiring advanced treatment or intervention. The 25th Quarterly Report focused on those 
medical adverse events in ICU that involved errors in drug orders when the patient was admitted to ICU. One event 
involving an error in a drug order during admission to ICU was reported between January 1 and March 31, 2011. 
One similar event was reported between the beginning of this project and December 31, 2010.

(2) Summary of Event
The following provides an outline of the two medical adverse events involving errors in drug orders during 
admission to ICU.

Case 1
[Details]
The patient had been admitted as an emergency with a cerebral infarction and had a condition that was usually treated 
in another department, but on this occasion s/he was admitted to the ICU. After admission, the physician intended 
to enter “Slonnon HI Injection 6A (12mL) + normal saline 36mL 2mL/hr” on the ordering screen in the ICU, but 
mistakenly entered “Slonnon HI Injection 6A (12mL) + normal saline 36mL 24mL/hr”. The nurse referred to the 
injection order sheet and the ordering terminal screen at each stage from preparation to administration and began 
administering the infusion. After the patient was transferred to the ward the following day, the ward nurse looked 
at the order sheet and noticed how large a quantity of Slonnon had been administered (whereas 6A was usually 
administered in one day, in this case 51A had been administered in 17 hours).

[Background and causal factors]
Difference between the injection order input screens used on general wards and those used in ICU (the positions on 
the screen of the fields for infusion rate and replacement cycle (administration time) differed). The physician who 
entered the injection order had returned to the hospital three months earlier and it was the first time in 11 months that 
s/he had entered an order on this ICU’s order terminal screen. Moreover, it was the first time in two years that the 
nurse at this ICU had used Slonnon HI, so s/he was unused to handling it and although s/he looked up the effects and 
side-effects, s/he did not go as far as looking up the daily dosage, so did not notice the overdose. It was nighttime, 
so the Slonnon was requested by means of a request slip; at the hospital, there was no prescription audit by the 
pharmacist in such cases.
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Case 2
[Details]
The patient was being administered Tacrolimus (0.8mg/day) and Predonine as an outpatient for obstructive lung 
disease caused by ATL and chronic GVHD. Moreover, s/he was receiving oxygen therapy at home for chronic 
respiratory failure. The patient became febrile, so was taking antibiotics, but a high fever developed and his/her 
dyspnea deteriorated, so s/he was brought to hospital by ambulance. S/he was admitted to ICU for whole-body 
management. After admission, a continuous intravenous infusion of the Tacrolimus that s/he had been taking orally 
was started in the evening. Two days later, an examination revealed that the blood concentration of Tacrolimus in the 
blood sample taken in the morning was abnormally high, at 220.4ng/mL, so administration was halted at 12:00. The 
daily dose of Tacrolimus is 0.4mg and the intention had been to administer 0.1mg/mL solution at a rate of 4mL/day, 
but the order sheet mistakenly stated 4mL/h.

[Background and causal factors]
This was the first time that the physician had issued an order in ICU.  The method used to issue orders on the ward 
(the old method in which the quantity and composition of the contents are described) and that used to issue orders in 
ICU (concentration and amount per hour) differed.

(3) Safety Management Guidelines Concerning Medical Adverse Events, etc. in ICU
In the Emergency Appeal for Measures against Medical Accidents issued on December 24, 2003, the Minister 
of Health, Labour and Welfare instructed the Ministry of Health, Labour and Welfare to promote new initiatives 
and strengthen measures focused on three key pillars: people, facilities and tools (pharmaceuticals, medical 
devices, and information, etc.) One of the measures related to facilities set forth therein was “clarifying the 
risk factors in high-risk facilities and departments, such as operating theaters and intensive care units, and 
promoting the formulation of safety guidelines”. In January 2006, the Ministry of Health, Labour and Welfare 
established the Working Group on the Guidelines for Safety Management in Intensive Care Units (ICU) 
(hereinafter referred to as the Working Group) under the Investigation Committee for Medical Treatment 
Safety Measures; the Working Group held deliberations on a number of occasions and put together a report 
concerning safety management in ICUs. This report presents the following four reasons why ICUs are places 
in which medical near-miss events and medical adverse events can easily occur.

(i)  The patients are critically ill, so the medical treatment provided is complex and intensive.

(ii)   When a medical adverse event involving a critically ill patient occurs, there is a strong possibility that 
it will affect the patient’s prognosis.

(iii)  The condition of critically ill patients tends to change suddenly, so medical professionals require the 
ability to respond swiftly and unerringly.

(iv)  Compared with other patients, critically ill patients are often fitted with equipment such as life-
support systems and tend to require a variety of drugs and infusions.

Moreover, in March 2007, the Working Group compiled the Guidelines for Safety Management in Intensive 
Care Units (ICU) and the Guidelines for Safety Management of Critically Ill Patients Who Require Intensive 
Care, as management guidelines for the safe provision of medical care to patients who require intensive 
care. The Guidelines for Safety Management in Intensive Care Units (ICU) consist of the following sections: 
1) Objective; 2) Basic Concept; 3) Intensive Care Units (ICU) Targeted by These Guidelines; 4) Medical 
Professionals; 5) Operation and Mechanism; 6) Provision of Appropriate Equipment; and 7) Provision of 
Information to Patients and Their Families.

(4) Concerning the Occurrence of Events
The details of each adverse event, the location of the patient before transfer to ICU, and the main background factors 
involved in the two medical adverse events reported in this Quarterly Report have been summarized below (Fig. III-2-93).
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Fig. III-2-93 Occurrence of Events

Case Details of adverse 
event

Location before 
being transferred Main background factors

Case 1 Drug overdose General ward The ordering systems in ICU and the general wards 
differed

Case 2 Drug overdose Outpatients The method used for issuing orders differed between 
the ICU and the general wards

(5) The Characteristics of ICU
The specific characteristic of ICU cited in the background factors in these cases was that the ordering system 
specifications and visual interfaces in ICU and the general wards differed, or that the way of issuing orders 
differed between them. Patients being admitted to ICU are in a critical condition or a condition that requires 
advanced treatment to be provided swiftly. Accordingly, one can surmise that, at present, the computer 
systems used in ICU differ from those used on general wards, because systems that can handle the detailed 
treatment plans put together by physicians are required. This suggests that, amid a situation in which the 
medical treatment provided to patients in ICU is complex and intensive, as pointed out by the Working Group, 
changes of order systems are a factor contributing to errors, so it is vital that orders be executed and checks 
carried out unfailingly.

(6) The Order Terminal Screens at the Medical Institution Where Case 1 Occurred
The order terminal screens at the medical institution where Case 1 occurred are shown below. The screen 
on the order terminal on the general wards displayed the items in the order (1) infusion rate; (2) number of 
drips; (3) replacement cycle (administration time), while the screen on the order terminal in ICU displayed 
them in the order (1) total amount; (2) administration time; (3) infusion rate. Consequently, intending to enter 
the details based on the same specifications as the order terminal on the general wards, the physician entered 
the figure 24, which was the replacement cycle (administration time), in the field into which the infusion rate 
should have been entered on the ICU order terminal. Moreover, the drug ordering system on the general wards 
displays an alert if the maximum dose is exceeded, but the ICU ordering system differed in that it had no alert 
display function.

<Order Terminal Screens Used on the General Wards and in ICU>

    Order terminal screen used on the general wards            Order terminal screen used in ICU

Intending to enter the replacement cycle 
(administration time), the physician entered 
the figure 24 in the infusion rate field.
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(7) Improvement Measures at the Medical Institutions Where the Events Occurred
The following improvement measures have been reported at the medical institutions where the events in 
question occurred.

1) Thorough checks by physicians

(i)  After entering an order on the order terminal, checking the content of the order once more before 
confirming it.

(ii)  Entering the administration date, administration time and dosage in the comments field on the 
order terminal if entering an order for a vital drug.

2) Thorough checks by nurses

(i)  Ensuring that, when handling a drug that is handled infrequently, nurses look up the effect, side-
effects, contraindications and quantity prescribed, without fail.

(ii)  Ensuring that, when administering a drug that is handled infrequently, the 5Rs are checked with 
the physician before administration, without fail.

3) Other

(i)  Using the newsletter to alert staff members to the difference in input screens between the general 
wards and ICU.

(ii) Considering refurbishing the order screens on the general wards or those in ICU.

(iii) Entering the details using both the ICU prescription notation method and the ward notation method.

(8) Conclusion
The 25th Quarterly Report provided specific details of cases of medical adverse events involving errors in 
drug orders during admission to ICU and analyzed such matters as the status of their occurrence and the 
characteristics of ICUs.

As stated in the Guidelines for Safety Management in Intensive Care Units (ICU)1), it is necessary to carry out highly-
sophisticated, complex duties in ICUs, so there is a strong possibility that this will affect the patient’s prognosis. 
There are cases in which medical institutions use a different order system in ICU from that used on the general 
wards, in order to facilitate a response to more flexible orders. However, at the same time, the fact that different 
departments and clinical departments use order systems that differ in terms of the specifications and user interface 
is a factor contributing to errors at present. As well as ensuring that both the physicians issuing orders and the nurses 
accepting them understand the differences between computer systems in relation to the way in which orders are 
issued on general wards and in ICU, it is also important to work on organizational initiatives, in terms of considering 
order system specifications and user interfaces based on the premise that medical staff such as physicians and nurses 
provide medical treatment in a variety of departments and clinical departments within a single medical institution.

In the future, as well as continuing to provide warnings, this division will focus its attention on trends in the 
occurrence of similar events.

(9) References
1.  Ministry of Health, Labour and Welfare. Guidelines for Safety Management in Intensive Care Units 

(ICU). March 30, 2007 Report of the Working Group on the Guidelines for Safety Management in 
Intensive Care Units (ICU) (online), <http://www.mhlw.go.jp/topics/bukyoku/isei/i-anzen/hourei/
dl/070330-5.pdf> (last accessed 2011-4-11)
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[6] Medical Adverse Events Involving Failure to Communicate the 
Content of the Diagnostic Imaging Report

(1) Occurrence Status
As well as examining the patient’s symptoms and the clinical findings, there are cases in which physicians carry 
out imaging tests such as X-rays, CT examinations and MRI examinations, in order to reach a precise diagnosis. 
When radiology specialists make diagnoses from these images, the results are reported in documentary form 
(hereinafter referred to as the diagnostic imaging report).

The 26th Quarterly Report focused on medical adverse events involving a failure on the part of the physician 
who ordered the diagnostic imaging (hereinafter referred to as the attending physician) to appropriately 
communicate the content of a diagnostic imaging report to the patient in question.

Nine events involving failure to communicate the content of the diagnostic imaging report have been reported 
as part of this project since it began (October 2004). Of these, one event was reported in the period under 
analysis in the 26th Quarterly Report (April 1 - June 30, 2011).

(2) Summary of Event
The following provides an overview of the nine medical adverse events in which the content of a diagnostic 
imaging report was not communicated.

Case 1
[Details]
At the time of admission, it had been planned to carry out surgery under local anesthesia, but there was a possibility 
that it would need to be done under general anesthesia, so a chest X-ray was taken. The diagnostic imaging report 
came back with the finding “abnormal shadow, necessitating more precise examination by CT”, but the attending 
physician did not see this. The surgery was carried out under local anesthesia, the patient was discharged, and his/
her progress was monitored as an outpatient. Subsequently, the patient noticed a lump on the left of his/her neck. 
When the dermatology department at the hospital in question examined the patient during a regular examination for a 
longstanding condition, an appointment was made for a CT examination of the lump on his/her neck. About a month 
later, the patient became febrile and developed a cough, so s/he was examined in the department of internal medicine 
and a chest X-ray and CT examination were carried out; the results showed that there was a possibility of lung cancer.

[Background and causal factors]
The attending physician lacked awareness in regard to checking the results of the examination carried out on the 
patient. The clinical department in question had no system of pre-operative conferences or clinical conferences 
involving multiple physicians.
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Case 2
[Details]
The patient was diagnosed with carcinoma of the hard palate and admitted to the otolaryngology department for 
radiotherapy. Subsequently, the patient was examined regularly as an outpatient. As a result of a chest X-ray, a 
suspected lung tumor was pointed out, but it was not checked. The otorhinolaryngologist received a request from 
another medical institution for the provision of medical information. It stated “The patient is admitted for rehabilitation 
following a femoral fracture, but multiple lung tumors were pointed out in the chest X-ray at the time of admission, 
so we would like information about the progress of the patient’s treatment in your department.” When the physician 
who received the request for the provision of medical information checked the record, s/he discovered that the finding 
of lung metastasis had not been noted in the otolaryngology department record. When s/he went back through the 
images and checked, s/he discovered that the results of a chest X-ray taken about 18 months previously had not been 
checked. According to the radiology department’s interpretation of the image, which was reported the same day, 
“There are thought to be metastatic lung tumors, primary lung cancer + metastasis within the lung, and atypical 
mycobacterial infection, so a check by means of CT is requested.” The patient was subsequently examined five times 
by different physicians, but this did not lead to the results being checked.

[Background and causal factors]
The display did not make it easy to realize that an examination order had been issued or that there was a diagnostic 
imaging report on examination results to review, so it was easy to overlook.

Case 3
[Details]
A query was received from one of the patient’s family, who asked, “As a result of the thorough examination carried 
out by the other hospital to which your hospital referred my family member, we’ve been informed that s/he has 
suspected lung cancer with pleural effusion; didn’t the previous CT show any abnormalities in the lung?” When the 
record and the CT diagnostic imaging report from the radiology department were reviewed, there was a comment 
stating, “2cm tumor, lung cancer suspected.” When the patient was examined as an outpatient, an emergency CT was 
performed in order to examine a ventral hernia thoroughly and the film alone was returned as a matter of urgency, 
so the CT diagnostic imaging report did not accompany it and the physician did not review the lung window film in 
order to look at the lung lesions. Accordingly, the abnormal shadow in the lung field was not noticed at that point and 
there were no subsequent opportunities to review the CT diagnostic imaging report. The abnormal shadow on the CT 
was not noticed until it was pointed out.

[Background and causal factors]
The physician was only paying attention to thoroughly examining the enormous post-operative ventral hernia on 
the CT and neglected to examine the lung parenchyma from a screening perspective. The CT was requested as an 
emergency and the film was brought directly to the examination room, so the diagnostic imaging report from the 
radiology department was not reviewed at the time of the examination. The physicians missed the opportunity to 
check the radiology department’s diagnostic imaging report thereafter.
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Case 4
[Details]
The patient underwent a synthetic blood vessel graft replacement and then, later the same year, underwent another 
synthetic blood vessel graft replacement due to an abdominal aortic aneurysm. Having had a CT examination carried 
out as an outpatient procedure, the physician looked at the images the same day and confirmed that there was no 
aortic aneurysm in the anastomotic site in the large artery, so s/he judged that there were no abnormalities. However, 
the radiology diagnostic imaging report issued subsequently pointed out a small cavitary shadow in the right lower 
lung field and commented, “Primary lung tumor suspected, request for pathologic study required.” However, the 
outpatient physician did not notice this finding. About a year later, the patient was examined by his/her local doctor 
due to an ongoing cough, and pleural effusion was found, so the patient was referred to the hospital in question 
and was examined in the department of respiratory medicine. Following a thorough examination, the patient was 
diagnosed with primary lung cancer.

[Background and causal factors]
The results of the interpretation of the image by the radiologist were not communicated to the attending physician. 
The diagnostic imaging report is compiled at a later date, so if the outpatient consultation is on the same day as 
the radiological examination, the attending physician cannot check the diagnostic imaging report at the time of the 
outpatient consultation; as such, it is checked only by one physician and if a mistake occurs, it cannot be discovered.

Case 5
[Details]
The patient underwent a CT examination to ascertain whether or not there was metastasis, following surgery for 
uterine cancer. The radiologist’s diagnostic imaging report following the CT examination was overlooked.

[Background and causal factors]
The CT examination was carried out after the patient was examined by the physician and the results were not 
explained afterwards. The CT examination diagnostic imaging report was supposed to be checked on the day of the 
examination or the following day, but this was overlooked.

Case 6
[Details]
The patient had undergone chemotherapy and radiotherapy for esophageal cancer. The first course of treatment was 
a success: the primary focus had vanished and the lymph node metastasis had shrunk markedly, so the patient was 
being followed up as an outpatient. When a thoracoabdominal CT was carried out, the image was checked to ensure 
that there had been no recurrence of the mediastinal lesion, but despite the fact that the diagnostic imaging report by 
the physician interpreting the radiological image pointed out a metastatic focus measuring 2cm in diameter in the S6 
segment of the liver, the attending physician did not review the diagnostic imaging report. When a thoracoabdominal 
CT was carried out about four months later, the lesion in the S6 segment of the liver had increased to 5cm in diameter 
and a metastatic focus measuring 2cm in diameter had also emerged in the lymph nodes near the gastroesophageal 
junction.

[Background and causal factors]
The attending physician’s attention was focused entirely on the other lesion (the question of whether or not the 
metastatic focus in the lymph nodes had resurfaced), so s/he overlooked the finding. The attending physician was 
relieved by the fact that there had been no recurrence in the lymph nodes. A PET examination had been carried out 
previously, which had showed no abnormalities, so the attending physician assumed that all was fine.
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Case 7
[Details]
The patient had undergone surgery for an abdominal aortic aneurysm and a thoracic aortic aneurysm, and a CT 
was carried out as a follow-up in relation to a right internal iliac artery aneurysm. In the previous year’s follow-up 
CT diagnostic imaging report, the radiology department had already pointed out the finding “suspected right lung 
cancer”. The physician did not check the current year’s CT diagnostic imaging report, which stated that the tumor 
lesion was growing. A further increase in size was found in a CT carried out three months later.

[Background and causal factors]
The physician in question did not usually handle the patient’s outpatient consultations and was a standing in as a 
locum. The CT diagnostic imaging report had not been completed before the consultation, but the physician did not 
check the completed report after the consultation or even a few days later.

Case 8
[Details]
The patient’s anemia was progressing and the occult blood reaction of feces was positive, so a colonoscopy was 
performed, but no colon cancer was found. Subsequently, the patient’s CA19-9 level rose and there was no change in 
the anemia, so an abdominopelvic CT was carried out. Based on the results of this CT, the patient was diagnosed with 
suspected gastric cancer type 3, but although the diagnostic imaging report was checked at the time of the outpatient 
consultation, the physician remained unaware of the finding of type 3 cancer. The results of the CT were not explained 
to the patient at the time of the outpatient consultation in question.

[Background and causal factors]
The physician had many patients to see and there is a possibility that s/he forgot about it while explaining the other 
examinations.

Case 9
[Details]
The patient underwent total gastrectomy in Surgical Department A at the hospital in question. The patient was frequently 
admitted thereafter, suffering from ileus, but each time s/he was cured with conservative treatment. The patient was 
attending the hospital regularly as an outpatient, being seen at Surgical Department A following surgery for early gastric 
cancer, and at Internal Medicine Department B for another complaint. The patient was admitted as an emergency to Surgical 
Department A at the hospital in question due to ileus and an abdominal CT was carried out to decide on the indication for 
surgery. The radiology department’s diagnostic imaging report interpreting the CT image stated that “there is a strong 
suspicion of peritoneal metastasis, as well as metastases to the lung and pleura”. However, although the CT findings were 
listed in the admission summary, it did not state that metastasis was suspected. After discharge, the outpatient attending 
physician who took over the patient’s treatment continued to follow up the patient as an outpatient, while remaining 
unaware of the suspected metastasis (both the outpatient and inpatient attending physicians checked the actual CT image 
immediately after it was taken, but it seems that there were deemed to be no clinically significant findings, as the patient 
had undergone surgery for early gastric cancer. The physician does not have a clear recollection of whether s/he read the 
diagnostic comments from the radiology department. About a year later, when the patient was examined in the emergency 
room, the examining physician noticed the diagnostic imaging report interpreting the CT examination.

[Background and causal factors]
The checks were inadequate in a variety of respects.

(3) Concerning the Occurrence of Events
The events involving failure to communicate the content of the diagnostic imaging report have been broadly 
classified into two categories: (a) events in which the physician did not look at the diagnostic imaging report 
(Cases 1-7); and (b) events in which the physician overlooked the content of the diagnostic imaging report 
(Case 8). It is unclear whether Case 9 should be classified as (a) or (b).
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The eight cases (excluding Case 9) were analyzed in the 26th Quarterly Report.

(a) Occurrence status of events in which the physician did not look at the diagnostic imaging report 
i. Summary of events in which the physician did not look at the diagnostic imaging report

There were seven cases in which the physician did not look at the diagnostic imaging report; broken down by 
the type of examination, two involved a chest X-ray and five involved a CT. Fig. III-2-94 shows the objective 
of the examination and the details written in the diagnostic imaging report.

For example, in Case 3, the attending physician had a CT carried out with the objective of looking at the 
abdominal findings in the CT image, while in Case 4, the CT was carried out with the objective of looking at 
the findings in the anastomotic site following surgery for an abdominal aortic aneurysm, but in both cases, the 
radiology specialist who interpreted the image pointed out findings of abnormalities in the lung.

Thus, attending physicians carry out image-based diagnosis with a focus on lesions related to their own 
specialist discipline, but in image-based diagnosis by radiology specialists, the findings are compiled as a 
diagnostic imaging report after interpreting all images that have been taken, not solely those in the target 
area for which the examination was requested. As a result, diagnostic imaging reports sometimes point out 
abnormalities in areas unforeseen by the attending physician, so it is vital to check the content of diagnostic 
imaging reports.

Moreover, most of the details in the diagnostic imaging reports relate to cancer or the suspicion thereof. 
Consequently, most cases in which medical adverse events occurred due to the physician not having looked at 
the diagnostic imaging report are cases in which findings of cancer or suspected cancer were not seen.

Fig. III-2-94 Summary of Events in Which the Physician Did Not Look at the Diagnostic Imaging Report

Cases Type of 
examination Objective of examination Details written in the diagnostic imaging report

Case 1 Chest
X-ray

Thorough examination prior to general 
anesthesia Abnormal shadow, necessitating more precise examination by CT

Case 2 Chest
X-ray Regular examination during radiotherapy

There are thought to be metastatic lung tumors, primary lung cancer + 
metastasis within the lung, and atypical mycobacterial infection, so a 
check by means of CT is requested

Case 3 CT Thorough examination of ventral hernia 2cm tumor, lung cancer suspected

Case 4 CT Whether or not there was an aortic 
aneurysm at the anastomotic site

Small cavitary shadow in the right lower lung field pointed out, 
primary lung tumor suspected, request for pathologic study required

Case 5 CT Whether or not there was metastasis 
following surgery for uterine cancer Unknown

Case 6 CT
Whether or not a metastatic focus in the 
lymph nodes had resurfaced following 
surgery for esophageal cancer

Metastatic focus with 2cm diameter in the S6 segment of the liver

Case 7 CT Follow-up after a right internal iliac artery 
aneurysm Right lung cancer suspected from findings

ii.  Background and causal factors in events in which the physician did not look at the 
diagnostic imaging report

The main background and causal factors cited in relation to events in which the physician did not look at the diagnostic 
imaging report included the following: 1) reports were issued at a later date, so it was not possible to check the report 
at the outpatient consultation on the day of the examination; 2) the CT was requested as an emergency, so it was not 
possible to check the report on the day of the examination; 3) the report was supposed to be checked on the day of the 
examination or the following day, but the physician neglected to do so; 4) the physician only checked the lesion that was 
the objective of the examination and did not check any other site; 5) there had been no abnormalities in the previous 
examination; and 6) the attending physician lacked awareness concerning checking the diagnostic imaging report.

In order to analyze the occurrence of such factors, a process flow from the request for an imaging examination through 
to the explanation to the patient has been drawn up on the basis of the reported events and is shown in Fig. III-2-95.
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If the process of communicating the content of the diagnostic imaging report progressed in accordance with 
the process flow shown in Fig. III-2-95, the process would be completed by the attending physician reaching a 
diagnosis based on a comparison of the results of his/her own interpretation of the image with the actual image 
and the diagnostic imaging report, and explaining this to the patient.

However, in the process flow compiled from Case 3 (Fig. III-2-96), the process of the attending physician 
interpreting the image after it was taken, reaching a diagnosis and explaining this to the patient progressed 
without any link to the process of interpretation of the image by the radiology specialist, compilation of the 
diagnostic imaging report, and delivery of this report. Accordingly, as shown in Fig. III-2-96, the process was 
not completed in Case 3.

The factors behind this are presumed to include the fact that the attending physician had the ability to carry out 
image-based diagnosis in the area targeted by the examination, the fact that the attending physician carried out 
image-based diagnosis him/herself with the intention of starting treatment as quickly as possible, and the fact that 
the attending physician was trying to reduce the burden on the patient by trying to avoid his/her having to return 
to the hospital as an outpatient several times in order to have the examination results explained. Accordingly, it 
is presumed that, currently, attending physicians carry out image-based diagnosis and explain the situation to 
the patient sooner than, or at the same time as, the radiology specialist compiles the diagnostic imaging report.
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(b)  Occurrence status of events in which the physician overlooked the content of the diagnostic imaging report

i. Summary of events in which the physician overlooked the content of the diagnostic imaging report

There was one case in which the physician overlooked the content of the diagnostic imaging report, and 
this involved a CT examination. In the same way as Fig. III-2-95, Fig. III-2-97 shows the objective of the 
examination and the details overlooked in the diagnostic imaging report.

In Case 8, the attending physician overlooked the finding that gastric cancer was suspected, which was noted in 
the diagnostic imaging report. This case has a background and causal factors in common with events in which 
the physician did not look at the diagnostic imaging report, in terms of the fact that the image-based diagnosis 
provided by the radiology specialist pointed out abnormalities in an area unforeseen by the attending physician, 
as stated in “(a)-i. Summary of events in which the physician did not look at the diagnostic imaging report”.

When reading diagnostic imaging reports, it is necessary for attending physicians not merely to check for 
abnormalities (and the details of those abnormalities) in the area that was the objective of the examination, but 
also to pay great attention to any comments concerning abnormalities in other areas.

Fig. III-2-97 Summary of Events in Which the Physician Overlooked the Content of the Diagnostic Imaging Report

Cases Type of 
examination Objective of examination Details written in the diagnostic imaging report

Case 8 CT Thorough examination due to 
progress of anemia and rise in CA19-9 Suspected Type 3 gastric cancer

(b)  Background and causal factors in events in which the physician overlooked the content of the 
diagnostic imaging report

The main background and causal factors cited in the event in which the physician overlooked the content of 
the diagnostic imaging report include the fact that the physician had many patients to see and overlooked the 
relevant comment while explaining the other examination results.

(4) Course of Events
(a) Catalyst for discovery

Fig. III-2-98 shows the catalyst leading to the discovery of the mistake in eight events involving failure to 
communicate the content of a diagnostic imaging report, while Fig. III-2-99 shows the facilities/places where 
the mistake was discovered.

The catalysts for discovering the mistake included examinations for other complaints, examinations carried 
out at the time of admission, and regular examinations. Moreover, there were cases in which the discovery of 
the mistake was triggered by the emergence of symptoms.

In terms of the facilities and places where the mistake was discovered, “other facility” was cited in three cases.

Fig. III-2-98 Catalyst for Discovery

Catalyst for discovery Number of 
events

Examination for another complaint (X-ray imaging, etc.) 1
Examination at the time of admission (X-ray imaging, etc.) 1
Emergence of symptoms (pleural effusion, cough) 2
Regular examination 2
Unknown 2
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Fig. III-2-99 Facility/Place Where Mistake Was Discovered

Venue Number of 
events

Own facility 3
Outpatients section of another department 1
Outpatients section of the department in question 2
Other facility 3
Unknown 2

(b) Effect on patient

In seven of the eight cases analyzed in the 26th Quarterly Report, subsequent examinations revealed that 
diagnosis and treatment may have been delayed (Fig. III-2-100). It is unclear whether prompt, thorough 
examination and treatment at the time the findings were detailed in the diagnostic imaging report would have 
made any difference to the patient’s subsequent condition, but it appears that it was not possible to diagnose 
and commence treatment for the complaint at an early stage.

Fig. III-2-100 Effect on Patient

Effect on patient Number of 
events

Possibility that diagnosis and treatment were delayed 7
Unknown 1

(5) Improvement Measures at the Medical Institutions Where the Events Occurred
The improvement measures reported at the medical institutions where the events in question occurred are 
shown below, sorted by category.

1) Improvements via computer systems

(i)  Considering measures that would make it possible to use the electronic medical record system to prevent 
such mistakes, such as changing the text color used on the record when entering details of examinations 
ordered and ensuring that the physician who sees the patient at the next consultation checks this without fail.

2) Collaboration between attending physicians and radiology specialists

(i)  Ensuring that if the radiologist discovers an unexpected severe abnormality when interpreting the 
image, the requesting physician is called about it directly.

(ii) Ensuring closer communication among departments.

3) Thorough checks of information by attending physicians

(i)  Rather than a simple check on the order screen, ensuring that the report findings are printed out and 
checked thoroughly before signing the corner of the report and saving it in the record.

(ii)  Ensuring that the results of examinations that have been ordered are checked without fail, as the treatment 
system has a function that enables the results of radiology department examinations to be checked.

4) System of checks by multiple physicians

(i)  Introducing a system whereby pre-operative clinical conferences are held, at which the attending 
physician presents the patient’s pre-operative condition and it is checked by multiple physicians.
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(ii)  Having the physician who checked the diagnostic imaging report bring forward the date of the 
examination in the examining department in question or contact the attending physician.

5) Improvements in the method used by radiology specialists to provide information

(i)  Ensuring that images are examined in the radiology department and that, in the event of an emergency, 
the radiologist is present when the CT is taken; moreover, if the film is handed over to the physician 
in the clinical department without the full written findings, having the written findings sent to both 
the outpatient and inpatient sections as a sealed letter addressed to the head of department, in cases in 
which there is believed to be a pressing need for the radiology department’s findings to be reviewed.

(ii)  Consolidating all of the diagnostic imaging reports for a single day and delivering them to each ward 
and outpatient section.

6) Process improvements

(i)  Having the examination and the outpatient consultation on different days and explaining results to the 
patient only after checking the report on the radiologist’s interpretation of the image.

(6) Conclusion
The 26th Quarterly Report highlighted medical adverse events in which the content of a diagnostic imaging 
report was not communicated by the physician who requested the diagnostic imaging. In addition, the details 
of these events were analyzed after being broadly classified into the following categories: (a) events in which 
the physician did not look at the diagnostic imaging report; and (b) events in which the physician overlooked 
the content of the diagnostic imaging report.

Even if the attending physician interprets the image relating to the area that was the focus of the imaging 
examination and reaches a diagnosis, diagnostic imaging reports compiled by radiology specialists can also 
point out abnormalities in areas unforeseen by the attending physician, so it is necessary for physicians to pay 
great attention when reading diagnostic imaging reports. Moreover, it is preferable for radiology specialists 
compiling such reports to ensure that they are written in such a way as to ensure that it is easy for the attending 
physician to take note of any abnormal findings.

As cited in the section on improvement measures at medical institutions, it appears to be necessary to consider 
measures that will enable the electronic medical record system to be used to prevent such adverse events.
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[7] Medical Adverse Events Due to the Screen Display of Search Results 
When Prescribing Drugs

(1) Occurrence Status
The drug ordering systems used at medical institutions are equipped with functions such as a search function 
that enables the first few characters of a drug name to be entered using the Japanese syllabary and a function for 
registering drugs that are frequently used in a particular clinical department as a set; these systems therefore 
provide support that enables the task of prescribing drugs to be carried out accurately and efficiently.

Based on the background and causal factors cited in relation to mistakes when entering drug prescriptions, 
the 26th Quarterly Report highlighted medical adverse events due to the screen display of search results when 
prescribing drugs.

Three medical adverse events due to the screen display of search results when prescribing drugs were reported 
during the period April 1 - June 30, 2011. Moreover, one similar event was reported between the beginning of 
this project and March 31, 2011.

(2) Summary of Event
An outline of the four medical adverse events due to the screen display of search results when prescribing 
drugs is provided below.

Case 1
[Details]
A prescription should have been issued for Risperdal 0.5mL/package, to be taken twice a day, but instead the resident 
entered a prescription for a double dose (1mL/package), to be taken twice a day. The prescription mistake was noticed 
when the nurse was setting out the drugs and s/he noticed that the outer packaging, which had hitherto been yellow, 
was now blue. This was reported to the attending physician, who corrected the original prescription.

[Background and causal factors]
There was a problem with the display of the drug name on the electronic medical record. Due to the character 
limit, both Risperdal 0.5mL/package and Risperdal 1mL/package were displayed on the electronic medical record as 
Risperdal Oral Solution 1mg/mL 2 packages. When the cursor was positioned on them, they respectively displayed 
“Risperdal Oral Solution 1mg/mL 0.1% 0.5mL” and “Risperdal Oral Solution 1mg/mL 0.1% 1mL”, so it was only 
possible to check the volume of the drug solution when the cursor was positioned on each entry. The physician 
misread “1mL/package” as “1mg/mL”.
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Case 2
[Details]
As the morning serum potassium level was high, at 6.0mEq/L, at 20:30 the attending physician gave the nurse, who 
was working the later shift, an order to administer an infusion.

The content of the infusion order was “peripheral infusion main, 50% glucose solution 500mL and 50% glucose 
solution 20ml 2 bottles, mixed with Humulin R (100) 10 units”.

The nurse working the later shift opened the electronic medical record with the night nurse and checked the content 
of the infusion, then mixed the components together and administered it to the patient.

Subsequently, the patient’s blood glucose measurement registered as “Hi (600mg/dL or more)”, so this was reported 
to the attending physician, who gave a subcutaneous injection of Humulin R (100) 8 units.

Once the first vial of 50% glucose solution 500mL was empty, Night Nurse A and Night Nurse B carried out a check 
and replaced it with the second vial. There was no change in consciousness at that stage.

The nurse visited the patient’s room again to measure his/her blood glucose. Both eyeballs were in a fixed position, 
looking upward and to the right, and the patient was comatose. The blood glucose measurement showed “Hi”, so this 
was reported to the attending physician. The physician ordered the nurse to halt glucose-insulin therapy and discard 
the remaining 300mL of the infusion.

The attending physician came to the ward and noticed that a high concentration of glucose solution had been used for 
the glucose-insulin therapy (the physician had intended to order 5% glucose solution 500mL, but had actually ordered 
50% glucose solution 500mL).

[Background and causal factors]
•  When issuing the injection drug order, the attending physician mistakenly entered 50% glucose solution 500mL 

instead of 5% glucose solution 500mL, and did not notice the mistake.

•  When issuing the order, the physician searched for glucose solution by entering “toue”, the first three syllables 
(according to the Japanese syllabary) of the word “toueki”, which means glucose solution. This displayed a list 
of preparations (20mL, 200mL, 250mL, 500mL) of 50% glucose solution, 5% glucose solution and 20% glucose 
solution in a small font size, from which the physician selected.

•  The order was given at 20:30, and at that time, in the pharmacy, there was only one person dispensing and one 
person auditing, so they did not have time to stop and think about the order “peripheral infusion main, 50% glucose 
solution 500mL and 50% glucose solution 20ml 2 vials, mixed with Humulin R (100) 10 units”.

•  The nurse thought it was a little strange to mix 50% glucose solution 500mL with 2 vials of 50% glucose solution 
20mL, but s/he carried out the order without checking with the attending physician.

•  The nurse knew that 50% glucose solution could not be administered via a peripheral vein, but did not think about 
this fact when carrying out the order.
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Case 3
[Details]
The male patient sought a consultation at the hospital in question and requested that Norvasc 10mg be prescribed. 
The physician read the referral letter from overseas and opened the ordering screen to prescribe Norvasc 10mg. 
When the physician entered “Noruba” (the Japanese pronunciation of the first six letters of Norvasc), Nolvadex 
(pronounced Norubadekkusu in Japanese) 10 was displayed next on the screen after Norvasc. The physician 
intended to prescribe 10mg, so s/he mistakenly selected Nolvadex, which had “10” written next to it, and 
prescribed that. The external pharmacy dispensed three months’ supply and the patient took it. The mistake 
was discovered when the oral medication ran out and the patient went to another medical institution for the 
next prescription.

[Background and causal factors]
There are defects in the ordering system. After the physician issued the prescription, s/he did not check the 
content sufficiently. Moreover, s/he did not explain such matters as the content of the prescription, how to take 
it and the side-effects to the patient in a manner that was easy to understand.

The external pharmacy thought that it was strange, but did not query it with the hospital. The patient 
received an explanation about Nolvadex (that it was a drug to curb the growth of malignant cells) in the 
form of the instruction sheet provided concerning the drug that had been prescribed, but s/he did not 
notice the mistake.

Case 4
[Details]
A prescription of Thyradin-S was commenced for an extremely low birth weight infant. When a check was 
carried out because the infant developed tachycardia in the evening, three days later, it was discovered that 
instead of prescribing Thyradin-S 4μg/day, 3 times/day, the patient had been prescribed Thyradin powder 4mg/
day, 3 times/day.

[Background and causal factors]
When the physician searched by entering “Chira-”, the first three syllables (according to the Japanese 
syllabary) of the word “Chira-jin” (the Japanese pronunciation of Thyradin), the screen displayed Thyradin-S 
50μg (tablet) and Thyradin powder (powdered medicine). The physician had not recently prescribed Thyradin 
and when s/he entered the first three syllables, the screen displayed “Chira-jin matsu” (Thyradin powder), so 
s/he thought that this was a new formulation being used by the hospital. As it was a powder and powdered 
medication is often used for pediatric patients, the physician prescribed it, assuming that Thyradin powder was 
for pediatric use. When prescribing the drug, the physician also failed to notice the difference in the units (mg 
and μg) displayed on the electronic medical record screen.

(3) Analysis of Screen Displays That Caused Errors
The displays that were the root causes of errors in medical adverse events due to the screen display of 
search results when prescribing drugs have been analyzed. Moreover, the processes for auditing and 
checking the incorrect prescriptions have also been analyzed.

(a) Displays that were the root causes of errors

In all four cases, when entering the prescription, in the two-stage process of 1) searching for the drug 
using a method such as searching for the first three syllables, and 2) selecting the drug to be prescribed 
from the drug list screen displayed, the physician did not select the correct drug at the second of these 
stages.
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In terms of the summary of the event, two cases involved mistakes in the specification, while two involved 
drug mix-up.

Fig. III-2-101 shows the details displayed on the screen that formed the background and causal factors in the 
error. Furthermore, the reported details have been analyzed below, focusing on the drug screen display and 
the occurrence of errors.

Fig. III-2-101 Summary of Medical Adverse Events Stemming from Drug List Screens
Summary of 

event Correct order Input method Display on list screen Incorrect item 
selected

Case 1 Mistake in 
specification

Risperdal Oral Solution
1mg/mL 0.1% 0.5mL Unknown

The two specifications 
"Risperdal Oral Solution 
1mg/mL 0.1% 0.5mL" and 
"Risperdal Oral Solution 1mg/
mL 0.1% 1mL" were both 
displayed as "Risperdal Oral 
Solution 1mg/mL 2 packages"

Risperdal Oral 
Solution
1mg/mL 0.1% 
1mL

Case 2 Mistake in 
specification

5% glucose solution 
500mL

When searching for 
glucose solution, 
entered "toue" and 
searched for those 
three syllables

Displayed 20mL, 200mL, 
250mL and 500mL 
preparations of 50% glucose 
solution, 5% glucose solution 
and 20% glucose solution

50% glucose 
solution 500mL

Case 3 Drug mix-up Norvasc 10mg
Entered "Noruba" and 
searched for those 
three syllables

Nolvadex (pronounced 
Norubadekkusu in Japanese) 
10 was displayed next on 
the screen after Norvasc 
(Norubasuku in Japanese)

Nolvadex 10mg

Case 4 Drug mix-up Thyradin-S 4μg
Entered "Chira-" and 
searched for those 
three syllables

Both Thyradin-S 50μg and 
Thyradin powder were 
displayed

Thyradin powder 
4mg

i) Case 1: Mistake in specification of Risperdal

The list display is as follows.

The two specifications “Risperdal Oral Solution 1mg/mL 0.1% 0.5mL” and “Risperdal Oral Solution 
1mg/mL 0.1% 1mL” were both displayed as “Risperdal Oral Solution 1mg/mL 2 packages”.

The character limit was reported to be the reason why it was displayed in this way. In addition, the mechanism 
was such that, in order to correctly prescribe either specification, it was necessary to align the cursor with each 
item on the list, as this was the only way to display the specification, and the drug would then be selected.

Let us explain the situation using simulations of the actual items displayed.

A) Medicines Brought in at Hospitalization Report by the pharmacist

The pharmacist compiled the Medicines Brought in at Hospitalization Report in relation to the Risperdal Oral 
Solution brought in by the patient by selecting “4 Powerful Drug Oral Risperdal Oral Solution 1mg/mL 
0.1% 0.5mL” from the screen used for the Medicines Brought in at Hospitalization Report, as shown in Fig. III-2-102.

Fig. III-2-102 Display of Risperdal Oral Solution on the Screen Used by the Pharmacist for the 
Medicines Brought in at Hospitalization Report (image)

1 Powerful Drug Oral [Hospital Formulary] Risperdal Oral Solution 0.5mL/package (1mg/mL)
2 Powerful Drug Oral [Hospital Formulary] Risperdal Oral Solution 1mL/package (1g/mL)
3 Powerful Drug Oral [External Formulary] Risperdal Oral Solution 1mg/mL
4 Powerful Drug Oral Risperdal Oral Solution 1mg/mL 0.1% 0.5mL
5 Powerful Drug Oral Risperdal Oral Solution 1mg/mL 0.1% 1mL
6 Powerful Drug Oral Risperdal Oral Solution 1mg/mL 0.1% 2mL

Pharmacist
 selected 4
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B) Check of the Medicines Brought in at Hospitalization Report by the physician

When opening the screen on which the pharmacist had compiled the Medicines Brought in at Hospitalization 
Report, there was a limit on the number of characters displayed, so as shown in Fig. III-2-103, “Risperdal Oral 
Solution 1mg/mL 0.1% 0.5mL” was displayed as “Risperdal Oral Solution 1mg/mL 2 packages”. However, if the 
screen width was expanded, information including the specification was also displayed, as shown in Fig. III-2-104, 
with “Risperdal Oral Solution 1mg/mL 0.1% 0.5mL” being displayed; moreover, the system was such that, when 
the cursor was aligned with the word “Risperdal”, “Risperdal Oral Solution 1mg/mL 0.1% 0.5mL” was displayed.

In checking the medicines brought in at hospitalization, the physician went no further than looking at the 
display shown in Fig. III-2-103, and did not expand the screen width or align the cursor with each entry, so s/
he remained unaware of the details of the specification, namely “0.1% 0.5mL”.

Fig. III-2-103 Display of Risperdal Oral Solution on the Medicines Brought in at Hospitalization 
Report Screen Viewed by the Physician (image)

Fig. III-2-104 Display of Risperdal Oral Solution When the Screen in Fig. III-2-103 is Expanded (image)

C) Prescription by the physician

Based on a check of the medicines brought in at hospitalization, the physician entered “Risupa” (the first three 
syllables in Risperdal in Japanese) in the “select drug” field on the prescription screen, but misread “1mL/package” 
in the items displayed (Fig. III-2-105) as “1mg”, as in the display shown in Fig. III-2-104, and mistakenly selected and 
prescribed “2    Powerful Drug    Oral [Hospital Formulary]    Risperdal    Oral Solution    1mL/package (1mg/mL)”

Fig. III-2-105 Display of Risperdal Oral Solution When the Syllables “Risupa” are Entered on the 
Prescription Screen (image)

Thus, the limit on the number of characters displayed was a contributory factor in the physician mistakenly prescribing 
a drug without ascertaining which of the two specifications applied to the medicines brought in at hospitalization. It is 
presumed that the length of drug brand names and restrictions on the number of characters displayed reduced safety.

ii) Case 2: Mistake in specification of glucose solution

The list display is as follows.

When the three syllables “toue” were used as the search term, the different preparations (20mL, 200mL and 500mL) 
of 50% glucose solution, 5% glucose solution and 20% glucose solution were displayed in a small font size.

1
2

Medicines Brought in at Hospitalization Report
Displayed as “Risperdal Oral Solution 1mg/mL 2 
packages” due to character limit

Risperdal Oral Solution 1mg/mL 2 packages
Twice daily: once after dinner,  7 days’ supply once before sleeping

1
2

Medicines Brought in at Hospitalization Report
Displayed as “Risperdal Oral Solution 
1mg/mL 0.1% 0.5mL 2 packages” when 
screen width expandedRisperdal Oral Solution 1mg/mL 0.1% 0.5mL 2 packages

Twice daily: once after dinner,  7 days’ supply once before sleeping

1
2

Powerful Drug    Oral [Hospital Formulary]    Risperdal Oral Solution    0.5mL/package (1mg/mL)

Powerful Drug    Oral [Hospital Formulary]    Risperdal Oral Solution    1mL/package (1mg/mL) Physician mistakenly 
selected 2



III

III Current Analysis of Medical Near-miss/Adverse Event Information

- 376 -

The display of a list of multiple glucose solution specifications and small font sizes being used for the display 
were reported to be background and causal factors.

Let us explain the situation using simulations of the actual items displayed.

At the medical institution where this case occurred, the system is such that the first three characters of the drug 
name in the Japanese syllabary are usually entered on the injection order screen when searching the system. 
Moreover, as there is a restriction in terms of the fact that only a maximum of four types of drug name are 
displayed at any time, it is necessary to scroll down to select the drug if the search yields five or more results.

In this case, when the physician entered just the three syllables “toue” on the injection order screen and carried 
out the search, it yielded a total of nine results, as shown in Fig. III-2-106: an unspecified glucose solution 
and eight different named specifications of glucose solution. However, as shown in Fig. III-2-107, the display 
that the physician actually saw only offered “50% glucose solution 500mL” as a specification with 500mL of 
glucose solution, so the physician mistakenly selected this option.

Fig. III-2-106 List of Drug Solutions Displayed When Searching for “Toue” (image)
Injection 5% glucose solution (unspecified)

Injection 5% glucose solution (20mL)

Injection 5% glucose solution (100mL)

Injection 5% glucose solution (250mL)

Injection 5% glucose solution (500mL)

Injection 20% glucose solution (20mL)

Injection 50% glucose solution (20mL)

Injection 50% glucose solution (200mL)

Injection 50% glucose solution (500mL)

Fig. III-2-107 Drug Solutions Actually Displayed On-screen for the Order (image)
Injection 20% glucose solution (20mL) ▲

Injection 50% glucose solution (20mL)

Injection 50% glucose solution (200mL)

Injection 50% glucose solution (500mL)
▼
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The possibility has been suggested that the following factors led to the mistake when selecting the drug: there 
was a restriction in that only a maximum of four types of a drug were displayed at any time when searching 
for a drug; the correct order for the infusion was “peripheral infusion main, 5% glucose solution 500mL and 
50% glucose solution 20ml 2 vials, mixed with Humulin R (100) 10 units”, so the order contained both the 5% 
and 50% specifications; furthermore, having to mix the two types of glucose solution with insulin added to 
the complexity of the prescription.

iii) Case 3: Drug mix-up between Norvasc and Nolvadex

The screen display is as follows.

When searching for “Noruba” (the Japanese pronunciation of the first six letters of Norvasc), 
Nolvadex (pronounced Norubadekkusu in Japanese) appeared next on the screen after Norvasc.

Norvasc and Nolvadex are drugs reported to have been the subject of mix-ups due to the similararity in their 
names. The first three characters in their brand names in Japanese are the same, so searching for “Noruba” 
results in the distinct likelihood that they will be displayed in close proximity to each other. At the same time, the 
physician in this case intended to prescribe Norvasc 10mg, but the fact that Nolvadex has a 10mg specification 
suggests the possibility that the error occurred because the figure 10 on the display was a common element.

Thus, they have in common not only the similarity in names, but also their usual dosages and the figures used 
in the specifications, so it is vital to be aware of the potential for this to give rise to errors.

iv) Case 4: Drug mix-up between Thyradin-S and Thyradin powder

The screen display is as follows.

When searching for “Chira-”, both Thyradin-S 50μg and Thyradin powder were displayed.

Thyradin-S 50μg is a tablet, while Thyradin powder is a powdered medication. Moreover, Thyradin-S 50μg 
is a synthetic thyroid hormone (T4), while Thyradin powder is dessicated thyroid gland and contains both T3 
and T4. Moreover, it has the advantage that, as it is a powder, it is possible to make very fine adjustments to 
the quantity prescribed. Thus, the two drugs have different pharmacological properties and it is likely that 
decisions on which to use are made on the basis of the attending physician’s judgment.

In this particular case, having had no recent opportunity to prescribe Thyradin, the attending physician of an 
extremely low birth weight infant saw Thyradin powder displayed and selected Thyradin powder instead of 
Thyradin-S because s/he assumed that it was the new formulation in the drug formulary, as well as assuming 
that, as it was powdered, it must be for pediatric use. Furthermore, when prescribing the drug, the physician 
did not notice the difference in the units displayed, with one displayed in “mg” and the other in “μg”, so instead 
of prescribing “4μg daily, 3 times/day”, s/he prescribed “4mg daily, 3 times/day”.

This suggests that the background and causal factors include the fact that the physician had little knowledge 
of the pharmacological properties of the aforementioned two drugs and was prescribing a drug to which s/he 
was unaccustomed, and the fact that the physician treated many neonates, and thus was used to prescribing 
drugs which were in powdered form, adjusting the quantity prescribed according to the infant’s growth, so 
upon seeing that the dosage form was a powder, s/he assumed that it was a pharmaceutical for pediatric 
use. Moreover, it is conceivable that “μ” (micro) and “m” (milli) look similar to some people, suggesting the 
possibility that this might also give rise to errors.
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(b) Process for checking prescription medication

The process of prescribing drugs consists of multiple processes, namely treatment plan → prescription → 
dispensing → administration, and multiple medical professionals are involved in this, in the form of physicians, 
pharmacists and nurses. Moreover, in order to prevent mistakes in dispensing or administering drugs, a number 
of check processes are carried out before drugs are administered to patients.

With reference to the Swiss Cheese Model1), which is an organizational model focused on organizational 
accidents, cases 1-4 have been schematized in a manner that clarifies the check processes by those in each 
occupation (i.e. physician, pharmacist and nurse), the defensive layers, and whether or not they functioned, and 
have been analyzed accordingly.

i) Check process for Case 1

Case 1 is a case in which the physician correctly selected Risperdal, but made a mistake in relation to the specification.

The package insert for Risperdal states, “The usual initial dose for adults is 1mg per dose, twice a day, to be 
increased gradually. The usual maintenance dose is 2-6mg per day, administered twice a day orally as a general 
rule. The dose may be adjusted as appropriate, depending on the patient’s age and symptoms. However, the daily 
dose should not exceed 12mg per day.” In light of this fact, the usage and dosage of the drug was within the normal 
range, so it appears that it would have been difficult for the pharmacist to identify the mistake as a result of an audit.

In this case, the nurse noticed that the color of the outer packaging was different and it was realized that a 
mistake had been made when the nurse consulted the physician about his/her doubts. The defensive layer 
constituted by this nurse was functioning.

This suggests the importance of checks being triggered when any details that differ from usual are noticed 
during the process of checking prescription medication.

HazardsHoles due to 
active failures

Holes due to 
latent conditions

Deep defensive 
layer

<Swiss Cheese Model>
In an ideal situation, the defensive layers are sound and there will be no possibility of the hazards breaking through them, but 
in reality, there are holes in the defensive layers, just like Swiss cheese. The condition required for an organizational accident 
to occur is for the holes in the defensive layers to become aligned by chance, as a result of which, potential hazards become 
actualized and cause harm.

Events leading up to the occurrence of the accident
The trajectory holes of the accident, which pass through the holes that have developed at the defensive layers, barriers and safety 
measures are created as a result of both active failures and latent conditions.

Physician Pharmacist

Check of the order

Case 1
Not 

administered 
to patient

Nurse

<Origin of the mistake>
Prescribed Risperdal 
Oral Solution 1mg/mL 
0.1% 1mL

<Defensive layer>
Noticed that the 
color of the outer 
packaging had 
been blue, whereas 
hitherto it was yellow
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ii) Check process for Case 2

Case 2 is a case in which the physician mistakenly selected a peripheral infusion of 50% glucose solution. As 
shown below, the “Precautions for Use” section of the package insert for 50% glucose solution provides the 
warning “do not administer via a peripheral vein.”

          Otsuka Glucose Injection 50% package insert (partial extract)2)

5. Precautions for Use

 (1) Administration routes:  (i)  Do not administer subcutaneously, as subcutaneous administration 
of large quantities could lead to electrolytes moving out of plasma, 
thereby causing circulatory failure.

(1) Administration routes: (ii) Administer via a central vein; do not administer via a peripheral vein.

In Case 2, at the pharmacist’s audit stage, the fact that the administration route ordered was a peripheral vein 
had been communicated to the pharmacist, but s/he was unable to discover the mistake, so did not function as 
a defensive layer. Moreover, although the nurse who mixed the drugs felt that something was wrong with the 
order, s/he did not consult the physician about these misgivings. At the stage of this defensive layer, there was 
a possibility that the nurse might have functioned as a defensive layer in that s/he had misgivings, but this did 
not to any action being taken, so ultimately the nurse did not function as a defensive layer. Accordingly, neither 
of the two defensive layers functioned, leading to the adverse event.

iii) Check process for Case 3

Case 3 is a case involving a drug mix-up resulting from the fact that, when the physician entered “Noruba” to 
prescribe Norvasc, Nolvadex 10 was displayed next on the screen after Norvasc.

Norvasc is a drug for treating hypertension and angina, while Nolvadex is an antitumor drug used to treat 
breast cancer, so they are drugs with different efficacies. The patient was male and it is reported that the 
pharmacist in the external pharmacy thought that it was strange, so there is a possibility that this stage might 
have functioned as a defensive layer, but the pharmacist did not then query the prescription with the hospital. 
Accordingly, the pharmacist at the external pharmacy did not ultimately function as a defensive layer.

Physician Pharmacist

Case 2

Administered 
to patient

Nurse

<Origin of the mistake>
Prescribed peripheral 
infusion of 50% glucose 
solution
500mL + 50% glucose 
solution
20mL 2 vials, Humulin 
R (100) 10 units

<Defensive layer>
Dispensed 
peripheral infusion 
of 50% glucose 
solution 500mL 
+ 50% glucose 
solution 20mL 2 
vials, Humulin R 
(100) 10 units

<Defensive layer>
Thought it was 
strange when mixing 
the drugs, but did 
not check

Physician Pharmacist

Event 3

Patient took 
the drug<Origin of the mistake>

Prescribed Nolvadex 
10mg

<Defensive layer>
Thought it was 
strange, but did 
not query it with 
the hospital and 
dispensed 3 months’ 
supply of Nolvadex 
10mg
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iv) Check process for Case 4

Case 4 is a case involving a drug mix-up resulting from the fact that, when the physician entered “Chira-” 
to prescribe Thyradin-S, Thyradin powder was displayed next on the screen after Thyradin-S 50μg, so the 
physician assumed that the powder was for pediatric use.

This is another case in which it is not easy to check inconsistencies with reference to the drug package 
insert, because the patient was an extremely low birth weight infant, so the quantity prescribed was adjusted; 
accordingly, it is presumed that it was difficult for the mistake to be noticed as a result of the pharmacist’s 
prescription audit. The report does not state whether any nurses or pharmacists were involved, so there is a 
possibility that there were no defensive layers, as shown in the diagram above.

(4) Improvement Measures at the Medical Institutions Where the Events Occurred
The improvement measures reported at the medical institutions where the events in question occurred are 
shown below, sorted by category.

1) Improvements to develop a more comprehensible display

(i)  “4 Power f u l  Dr ug Oral  R isperdal  Oral  Solut ion 1mg /m L 0.1% 0.5m L” and  
“5 Powerful Drug Oral Risperdal Oral Solution 1mg/mL 0.1% 1mL”   have been deleted from 
the Medicines Brought in at Hospitalization Report screen, so it is now only possible to select either 
“Powerful Drug Oral [Hospital Formulary] Risperdal Oral Solution 0.5mL/package (1mg/mL)” 
or “Powerful Drug Oral [Hospital Formulary] Risperdal Oral Solution 1mL/package (1mg/mL)” 
from among the remaining display items (Fig. III-2-108).

Fig. III-2-108 Improvements in the Display of Risperdal Oral Solution on the Medicines Brought in 
at Hospitalization Report by the Pharmacist (image)

(Before improvement)

Physician Pharmacist

Case 4
Administered 

to patient<Origin of the mistake>
Prescribed Thyradin 
powder 4mg

(After improvement)

Powerful Drug Oral  [Hospital Formulary] Risperdal Oral Solution 0.5mL/package (1mg/mL)

Powerful Drug Oral  [Hospital Formulary] Risperdal Oral Solution 1mL/package (1g/mL)

Powerful Drug Oral  [External Formulary] Risperdal Oral Solution 1mg/mL

Powerful Drug Oral Risperdal Oral Solution 1mg/mL 0.1% 0.5mL

Powerful Drug Oral Risperdal Oral Solution 1mg/mL 0.1% 1mL

Powerful Drug Oral Risperdal Oral Solution 1mg/mL 0.1% 2mL

Powerful Drug Oral  [Hospital Formulary] Risperdal Oral Solution 0.5mL/package (1mg/mL)

Powerful Drug Oral  [Hospital Formulary] Risperdal Oral Solution 1mL/package (1mg/mL)

Powerful Drug Oral  [External Formulary] Risperdal Oral Solution 1mg/mL

Powerful Drug Oral Risperdal Oral Solution 2mL/package (1mg/mL)
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(ii)  The computer system has been adjusted so that, when looking at the Medicines Brought in at 
Hospitalization Report on the electronic medical record, “Risperdal Oral Solution 0.5mL/package” is 
displayed even if the screen is not expanded.

Fig. III-2-109 Improvements in the Display of Risperdal Oral Solution on the Medicines Brought in 
at Hospitalization Report Screen Viewed by the Physician (image)

(iii)  “50% glucose solution 200mL” and “50% glucose solution 500mL” have been deleted from the drugs 
for which one can search using “toue” as the search term (Fig. III-2-110) Moreover, the system has been 
adjusted so that these drug solutions can be displayed by using “50%” as the search term (Fig. III-2-111).

Fig. III-2-110 Improvement in the Display of Drug Solutions Displayed When Using “Toue” as the 
Search Term (image)

Fig. III-2-111 Display When Using “50%” as the Search Term to Search for Drug Solutions (image)

(Before improvement)
Medicines Brought in at Hospitalization Report

Risperdal Oral Solution 1mg/mL 2 packages
Twice daily: once after dinner, once before sleeping 7 days’ supply

(After improvement)
Medicines Brought in at Hospitalization Report

Risperdal Oral Solution 0.5mL/package 1 package
Once daily: after dinner 7 days’ supply
Quantity brought in 7 packages
In formulary? (Y/N): Y

Injection

Injection

Injection

Injection

Injection

Injection

Injection

Injection

Injection

Injection

Injection

Injection

Injection

Injection

Injection

Injection

Injection

Injection

5% glucose solution (unspecified)

5% glucose solution (20mL)

5% glucose solution (100mL)

5% glucose solution (250mL)

5% glucose solution (500mL)

20% glucose solution (20mL)

50% glucose solution (20mL)

50% glucose solution (200mL)

50% glucose solution (500mL)

5% glucose solution (unspecified)

5% glucose solution (20mL)

5% glucose solution (100mL)

5% glucose solution (250mL)

5% glucose solution (500mL)

20% glucose solution (20mL)

50% glucose solution (20mL)

50% glucose solution (200mL)

50% glucose solution (500mL)
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(iv)  Displaying the ingredient after the drug name on the electronic medical record input screen, in the 
form “Thyradin powder (dessicated thyroid gland powder)”.

2) Introduction of an alert function on the computer system

(i)  Considering the introduction of an alert system that would display a warning, such as setting alerts on 
the ordering system screen.

(ii)  On the oral medication prescription ordering screen, all drugs were displayed in black, but the system 
has now had an alert function added, in which high-risk drugs such as anticancer drugs and anti-
diabetic drugs are displayed in blue, while narcotics are displayed in red, thereby providing a reminder 
that caution is required.

3) Thorough checks at the time of prescription

(i)  Ensuring that point-and-call checks are carried out in accordance with the 5Rs (checking the right patient name, 
right drug name, right dosage, right administration time, and right administration route) when physicians 
order injection drugs, when dispensing the drugs and when making preparations to administer drugs.

4) Strengthening drug audits

(i)  Ensuring that, when carrying out audits alone, pharmacists work on a different task after dispensing 
a drug, rather than going straight on to the audit, and that the audit is only carried out after at least 30 
minutes have elapsed.

(ii)  Considering introducing a late shift for pharmacists and a system in which they do not carry out 
audits alone, as the hospital is an emergency hospital, so dispensing of temporary prescriptions and 
temporary injections tends to be concentrated during the time period from 18:00 to just before 20:00.

(5) Conclusion
Based on the background and causal factors cited in relation to mistakes when entering drug prescriptions, 
the 26th Quarterly Report highlighted medical adverse events due to the screen display of search results when 
prescribing drugs. In addition, the list screen displays and check processes in relation to the incorrect prescriptions 
in the reported events were analyzed. As reported in the improvement measures, this suggests that it is vital to 
consider improvements in computer system displays that provide alerts to the person entering prescriptions; in 
relation to drug prescriptions, in the processes of searching for a drug and subsequently selecting it from those 
displayed, these improvements include changing the display interface for high-risk drugs such as anticancer 
drugs, so that it looks different from that for other drugs, and displaying the ingredient after the drug name.

Moreover, this also suggests that it is important to check with another staff member in the event that any 
doubts arise in the process of checking prescription medication, concerning such matters as the content of the 
prescription or order.

While the use of computer systems in medical care is progressing, there is a possibility that medical adverse 
events stemming from these will occur, so it would be desirable for medical institutions to make effective 
use of the cases reported here and strive to implement improvements in order to develop systems that aim to 
prevent recurrence.

(6) References
1.  Reason, James. Soshiki Jiko (Organizational Accidents). Translation supervised by Shiomi, Hiromu. 

JUSE Press. 1999

2.  Otsuka Glucose Injection 50% and Otsuka Glucose Injection 70% package inserts. Otsuka 
Pharmaceutical Co., Ltd. July 2009 revision (7th edition).
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[8] Medical Adverse Events Related to Dilution of Drugs in the NICU
(1) Occurrence Status
The NICU (Neonatal Intensive Care Unit) is the division that deals with low birth weight infants, who weighed 
no more than 2,500g at the time of birth, and neonates with high-risk complaints. The pediatric patients 
admitted to the NICU have a low body weight and underdeveloped organ function, and some have severe 
illnesses, so treatment such as precise cardiorespiratory care is required.

The pediatric patients on which the NICU focuses have complex pharmacokinetics, due to such factors as 
their ages and clinical conditions, and there are also differences in individual biogenic factors (absorption, 
distribution, metabolism, excretion), so it is difficult to decide on the dosage of a drug based on age.

At present, some of the package inserts for the prescription drugs used in the NICU do not stipulate the 
pediatric dosage, so physicians determine the drug dosage based on the pediatric patient’s weight and clinical 
condition. Moreover, there is only a limited number of prescription drug preparations especially for pediatric 
use, so when administering drugs, it is sometimes necessary to dilute the adult dosage of the preparation by 
anything from a few times to several hundred times.

Accordingly, the 27th Quarterly Report focused on events in which a drug was mistakenly administered 
undiluted or a mistake was made in the concentration to be diluted, selecting these from among those reported 
events in which NICU had been selected as the location of the occurrence and those in which “Other” was 
selected, but the summary of event specifically stated that the patient was admitted to the NICU.

Six events related to dilution of drugs in the NICU have been reported as part of this project since it began 
(October 2004). Of these, one event was reported in the period under analysis in the 27th Quarterly Report 
(July 1 - September 30, 2011).

(2) Summary of Event
The following provides an outline of the six medical adverse events related to dilution of drugs in the NICU.

Case 1
[Details]
The nurse received an order from the physician to administer a tenfold dilution of vancomycin, but the nurse made 
a mistake when preparing the injection, so the drug was administered undiluted. Large quantities of infusion fluids 
were administered to wash out the drug and no renal dysfunction was observed in the acute phase, with vital signs 
remaining stable.

[Background and causal factors]
•  A mistake was made when calculating the dilution of the injection. The nurse checked the calculation method with 

the physician, but did not convey all of the details.

•  Even if the quantity of drug solution is entered on the computer, this is not indicated on the docket when it is printed 
out.

• The method used to issue orders made them hard to read.
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Case 2
[Details]
Lasix was prepared following a double-check. The order at that time was Lasix 3mg, 0.3mL. Usually, Lasix was used 
as a tenfold dilution. The nurse was aware of this, but misread the unit and drew up 3mL (30mg) from the ampoule. 
The nurse placed the injection docket on top of the drip stand and read the order aloud while another nurse double-
checked it, but s/he did not notice the mistake and the nurse who was double-checking did not point out the mistake 
either. After 11:00, the nurse took the injection docket to the patient’s side, compared it against the order sheet, and 
checked the content and quantity to be infused intravenously. S/he then administered an intravenous infusion of 
3mL via the main line. When the nurse was about to write the quantity used on the progress chart, s/he noticed that 
it stated “Lasix 0.3mL IV at 17:00”, so s/he checked the order sheet again and realized that s/he had made a mistake 
with the dosage.

[Background and causal factors]
• Staff members had become habituated to double-checks.

Case 3
[Details]
The pediatric patient, who weighed approximately 2,500g, was to be sedated so that a thoracostomy tube could be 
inserted. The pediatric surgery resident gave a verbal order for intravenous injection of a tenfold dilution of Opystan 
1mL. The supervising physician from the department of pediatric surgery updated the order to 0.5mL. The pediatric 
surgery resident drew up Opystan 35mg (1mL) into a 1mL syringe and gave the patient an intravenous injection of 
17.5mg (0.5mL) of this. Subsequently, cyanosis was observed when disinfecting the skin to carry out a thoracentesis, 
so the thoracentesis was halted. SpO2 was in the 40% range and the heart rate had declined to around 70bpm, so 
the patient was ventilated with a bag valve mask, with recovery taking 2-3 minutes. Limb rigidity was observed 
during ventilation, so an intravenous injection of Phenobarbital 20mg/kg/dose was administered. When the dosage 
of Opystan was checked again, the overdose was noticed, so an intravenous injection of Naloxone 0.04mg/kg/dose 
was also administered. The limb rigidity disappeared soon after this was administered. The patient then progressed 
without any decline in SpO2 or recurrence of rigidity.

[Background and causal factors]
•  The content of the diluted Opystan 0.5mL was Opystan 35mg/mL/A diluted for use in 9mL of normal saline (3.5mg/

mL).

•  The pediatric surgery resident who issued the order remembered that an injection of 2mL of Opystan had been 
administered on the previous occasion, but was not aware that the drug had undergone a tenfold dilution on that 
occasion.

•  The supervising physician from the department of pediatric surgery was of the understanding that the Opystan had 
already been diluted and prepared.

•  In this case, the ordinary injection was not entered on the infusion order; rather, the order was given verbally, the 
injection was administered, and the dosage of Opystan was written on the record after administration.

•  The drug order was not entered on the system and the worksheet was not checked against the drug. The content of 
the order, which is the basic principle of the verbal order, was not communicated correctly.

•  The pediatric surgery department resident did not check the dosage and was unable to make a judgment concerning 
the appropriate dosage.
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Case 4
[Details]
The pediatric patient’s serum potassium was rising, so the medical team responded with diuretics. The potassium level rose to 
6.8, so it was decided to administer glucose-insulin therapy, which commenced between 14:30 and 15:00 (Physician A looked 
at the protocol, prepared the drug and began to administer it using a syringe pump).

At 16:00, blood glucose was 56 and potassium 5.2; at 19:12, blood glucose was low, at 5, but the infant was crying. 20mL of 20% 
glucose solution was infused intravenously and the infant was switched to parenteral nutrition. When the content of the drug 
that had been prepared was checked, it was determined that a solution 10 times more concentrated (Humulin R 1mL (100 units) 
+ 20% glucose 9mL) had been prepared and administered. The patient was subsequently found to have patent ductus arteriosus, 
which was treated with steroid and Indacin, and the low blood glucose improved without any symptoms such as convulsions.

[Background and causal factors]
•  The intended quantity of medication was stipulated in the protocol, which stated that 0.1mL (1 unit of Humulin R) 

should be taken from a mixture of Humulin R 1mL (100 units) + 20% glucose solution 9mL, and that this should 
then be diluted in 20mL of 20% glucose solution, with 2mL/kg of this dilution being administered.

•  Insulin is a dangerous drug, but there was no system of checks among the medical personnel, so the mistake slipped 
through. There was no awareness of the procedure for glucose-insulin therapy.

• This method was being used for the first time.

• The protocol was complicated.

• There was no double-check by the medical personnel.

• There was a rule that nurses were not to be involved in matters relating to insulin.

• Lack of knowledge about glucose-insulin therapy.

Case 5
[Details]
The pediatric patient was a day-old boy, who had been brought to the NICU at the hospital in question due to suspected hypoxic-
ischemic encephalopathy and neonatal convulsions. 24 hours after birth (nine hours after admission), the infant was confirmed to 
have heart failure, oliguria and hyperkalemia, so it was decided to administer glucose-insulin therapy. In glucose-insulin therapy 
for neonates, the glucose to insulin ratio (dosage of glucose in g : units of insulin) is generally set at 4-5, with the glucose and 
insulin being administered intravenously. Accordingly, the physician intended to intravenously administer 0.1mL (0.1 unit) of a 
mixture of Humulin R solution (insulin 100 units/mL) diluted a hundredfold in 20% glucose solution (glucose 0.8g) (1 unit/mL), 
but s/he made a mistake with the order sheet and forgot to write “hundredfold dilution”, so ended up issuing an order to administer 
100 times the intended amount of insulin. As a result, an overdose of insulin was administered to the patient on two occasions, at 
36 hours and 54 hours after birth, and an adverse event occurred in which the patient suffered ongoing low blood glucose.

[Background and causal factors]
• Human error.

•  No rules had been established, setting out the specific concentration of the solution to be used in glucose-insulin therapy.

• There was no system of having a different physician check the dosages of powerful drugs.

• The physician was in the midst of working 30 hours consecutively.

•  It was a harsh working environment, in which there was only one physician to examine critically ill patients and 
emergency cases admitted in the middle of the night.

•  The pediatric patient already had low blood glucose, so it was a situation in which it was difficult to notice that an 
overdose of insulin was being administered.
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Case 6
[Details]
It was decided on the day shift that the patient would be started on Flolan (a drug to treat pulmonary hypertension). 
The physician ordered that a two-stage dilution be carried out, and that the pediatric patient be administered the 
drug in the concentration 0.001mg/mL; after undergoing the first stage of the dilution, the solution was stored in 
the refrigerator. At the time of the evening switchover (22:00), the staff member concerned drew up the drug that 
had undergone the first stage of dilution, placed it in a syringe pump, and administered it. From around 02:00, the 
patient’s usual average blood pressure of 50-60mmHg fell to 22-25mmHg, heart rate increased from 80-90 beats per 
minute (bpm) to 130-140bpm, and SpO2 dropped from the upper end of the 90% range to the upper end of the 80% 
range.  The pediatric patient roused, so an order was given to administer Tricloryl Syrup orally to sedate the infant. 
Even after administering Tricloryl Syrup, there was no change in the infant’s vital signs. The physician carried out 
an ultrasound decided to increase the amount of nitrogen inhaled. The FiO2 in the ventilator was increased from 
0.3 to 0.6, but there was no change. At 06:00, when the Flolan was replaced, the amount remaining in the vial in the 
refrigerator had decreased to around two-thirds, which raised doubts in the mind of the staff member in question, so 
the dilution method was checked again. It was noticed that the vial from the first stage dilution (Flolan 0.5mg 1 vial 
dissolved in 50mL of the proprietary diluent), on which was written “Flolan 0.5mg dissolved”, had been retained and 
that it still needed to be dissolved in the diluent.

This was reported to the physician, who ordered that Flolan be halted. When the situation was checked with the staff 
member who had made up the solution at 22:00, s/he realized that s/he had not carried out the second stage of the 
dilution.

Within five minutes of halting Flolan, the patient’s average blood pressure recovered to 52-65mmHg, heart rate to 90-
100bpm, and SpO2 to 98-99%. An ultrasound was carried out and blood samples taken. The patient’s blood pressure 
stabilized about an hour and a half after halting Flolan, so Flolan was resumed.

[Background and causal factors]
• The drug from the first stage dilution had been stored and the label could not be seen.

• Neither the physician nor the nurse were accustomed to using Flolan, as this was the first time that they had used it.

• The staff members concerned were not accustomed to the usage method for the drug.

(3) Pediatric Dosages
When determining the dosage for pediatric patients, physicians refer to the pediatric dosage according to body 
weight, if the package insert for the drug stipulates pediatric dosages.

On the other hand, if the package insert does not give the pediatric dosages, the specific clinical condition 
of the pediatric patient in question is used as the basic data and obtaining the set blood concentration from 
the dosage calculated as a proportion of adult body surface area is accepted to be a safe, effective means of 
calculating the dosage.

Pediatric dosage calculation methods using functions with variables such as the pediatric patient’s age, weight 
and body surface area include Augsberger’s formula, Young’s rule, Clark’s rule, the Crawford equation, 
and von Harnack’s conversion table. The most widely used of these are Augsberger’s formula, which is a 
formula that approximates the proportion of body surface area, and von Harnack’s conversion table, which 
is a practical, easy-to-use table compiled using integer values approximate to the dosages obtained using 
Augsberger’s formula.

As well as cases in which they use conversion tables such as this, physicians currently use various methods 
in front-line clinical situations, such as compiling their own handbooks or tables based on the body weight or 
surface area ratio of pediatric patients, depending on the policies of individual medical institutions or clinical 
departments.
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(4) Analysis of Events

(a) Occurrence stage
When the cases in which a mistake was made in the dilution of drugs for pediatric patients in the NICU were classified 
into five stages corresponding to the duties carried out when providing drug therapy (order, order acceptance/
handover, preparation, administration, and observation and management following administration), it was found 
that three cases occurred at the order stage, while the other three occurred at the preparation stage (Fig. III-2-112).

Fig. III-2-112 Occurrence Stage

Order Order acceptance/
handover Preparation Administration

Observation and 
management follow-
ing administration

Total

3 0 3 0 0 6

(b) Circumstances of occurrence
Fig. III-2-113 presents a summary of the circumstances of the occurrence of each case reported as part of this 
project, including the correct dilution conditions, the incorrect dilution conditions, and the difference between 
the two.

From the summary of each event, one can see that there were two types of dilution mistake: (1) cases in which 
the drug was supposed to undergo a tenfold dilution before being administered, but was not diluted; and (2) 
cases in which the dilution was supposed to be carried out in two stages, but only the first stage dilution was 
carried out.

Cases 1, 2 and 3 are, respectively, the case in which an order was given to carry out a tenfold dilution of 
the drug before administering it, but a mistake was made in the calculations when preparing it; the case in 
which the unit was misread; and the case in which the dilute concentration was not clearly communicated 
when giving the verbal order. There is a possibility that “using a tenfold dilution” is a tacit precondition when 
giving orders to use certain drugs in the NICU. It might be that everyone involved in providing team-based 
medical care is aware of this rule, complies with it and duties are accomplished, but there is a possibility that 
this tacit rule will gradually cease to function as a rule. For example, in Case 3, the supervising physician and 
the physician being supervised both checked the dosage based on their respective assumptions, the former 
assuming that a dosage based on a tenfold dilution of Opystan, and the latter assuming that the dosage related 
to the undiluted form. Moreover, the physician being supervised had experience of using Opystan with other 
pediatric patients, but did not know that the dosage used at that time had been a tenfold dilution.

 Thus, even if medical personnel with such little practical experience have experience of part of the process 
carried out as a team, they might well not have an understanding of the overall process. Consequently, this 
suggests that, in order for rules to function properly, it is necessary for medical personnel to go back to those 
rules and ensure that they are clearly specified in a way that enables the whole of the process to be understood.

Moreover, this also suggests that it is vital to ensure that communication concerning the dilution rules takes 
place between the supervising physician and the physician being supervised, and that the supervisor does not 
abbreviate any explanations in this regard, explaining everything in a way that enables the junior physician to 
understand the dilution process in detail, as well as carrying out basic checks and actively asking questions to 
reconfirm that the junior physician has understood.

In the NICU, there are cases in which verbal orders are given in order to facilitate a swift response, according 
to the patient’s condition. These cases suggest that it is necessary to look again at methods of giving verbal 
orders, to check whether they are functional.

In Cases 4, 5 and 6, only the first stage of the two-stage dilution was carried out. These resulted in mistakes 
in which the patient received between ten and two hundred times the intended concentration. Cases 4 and 
5 involved large overdoses of insulin in glucose-insulin therapy, with 200 times the planned dose being 
administered in Case 4 and 100 times the planned dose being administered in Case 5.
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The factors cited as being behind Cases 4 and 5 were the fact that information about the procedure for glucose-
insulin therapy had not been shared with other members of the medical team, and the fact that the rules were 
defective.

The package insert for the Flolan for injection administered in Case 6 sets forth the method of preparing the 
drug and states, “Dissolve only in the proprietary diluent; do not mix with any other injectable drug.” The 
background and causal factors in the case in question were cited to be the fact that, for both the physician and 
the nurse, it was the first time that they had used a drug with such a complex preparation method, so they were 
unaccustomed to it.

Fig. III-2-113 Circumstances of Occurrence

Details of event
Objective of 

the treatment 
provided

Brand name What should have been administered
What was 

mistakenly 
administered

Incorrect 
concentra-

tion

Case 
1

Mistake in the 
calculation of the 
dilution of the 
injection when 
preparing it

Unknown Vancomycin Tenfold dilution Undiluted Tenfold dose

Case 
2

Misread the unit 
when preparing 
(mixing) the drug

Treatment for 
pulmonary 
congestion

Lasix for 
injection 20mg Tenfold dilution Undiluted Tenfold dose

Case 
3

Dilution conditions 
omitted from order

Sedation in 
order to insert 
a thoracostomy 
tube

Opystan 
Injection 35mg Tenfold dilution of fluid 1.75mg (0.5mL) 17.5mg (0.5mL) Tenfold dose

Case 
4

Mistake in protocol 
interpretation at 
the time of the 
order

Glucose-insulin 
therapy Humulin R

Take 0.1mL (1 unit) from 20% glucose solution 
9mL + Humulin R 1mL (100 units), dilute it with 
20mL of 20% glucose solution, and administer 
2mL/kg

Administered 2mL/kg 
of 20% glucose solution 
9mL + Humulin R 1mL 
(100 units)

Two-
hundredfold 
dose

Case 
5

Dilution conditions 
omitted from order

Glucose-insulin 
therapy Humulin R

0.1mL (0.1 unit) of a hundredfold dilution of 
Humulin R (insulin 100 units/mL), mixed with 
20% glucose solution (glucose 0.8g).

0.1mL of a mixture 
of undiluted Humulin 
R (insulin 100 units/
mL) with 20% glucose 
solution (glucose 0.8g).

Hundredfold 
dose

Case 
6

Omitted the second 
stage dilution when 
preparing the drug

Treatment for 
pulmonary 
hypertension

Flolan for 
injection 
0.5mg

First stage dilution: Flolan 0.5mg 1 vial + 
proprietary diluent 50mL (0.01mg/mL) Second 
stage dilution: Mix 5mL of the first stage dilution 
+ proprietary diluent 45mL and then carry out a 
tenfold dilution (0.001mg/mL).

Flolan for injection 
0.5mg 1 vial + 
proprietary diluent 
50mL (0.01mg/mL)

Tenfold dose

(c) Effect on pediatric patient
Based on the summary of event for each of the six events analyzed in this Quarterly Report, apart from one 
case in which the effect on the pediatric patient was unclear from the summary of event, the main symptoms 
thought to have been caused by the mistake in the dilution of the drug and the main treatment provided are 
summarized in Fig. III-2-114.

In the majority of cases, the pediatric patient exhibited some kind of symptoms, which were treated; in the case 
of some drugs, the patient suffered severe symptoms, including  cyanosis and a reduced heart rate.

Fig. III-2-114 Effect on Pediatric Patient
Main findings/symptoms Main treatment carried out

None Washout with large quantities of infusion fluids

Cyanosis, reduced heart rate, limb rigidity
Ventilation with bag valve mask, intravenous injection of 
Phenobarbital 20mg/kg, intravenous injection of Naloxone 
0.04mg/kg

Low blood glucose (blood glucose level 5mg/dl) 20% glucose solution 20mL IV
Low blood glucose Unknown
Reduced blood pressure, increased heart rate, reduced SpO2 Halted administration of Flolan
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(5) Improvement Measures at the Medical Institutions Where the Events Occurred
The following improvement measures have been reported at the medical institutions where the events in question occurred.

 1) Compilation of a manual
(i) Compiling a manual for adapting glucose-insulin therapy for hyperkalemia.

(ii) Starting from a hundredfold dilution when making up insulin for glucose-insulin therapy.

(iii) Fixing the solution concentrations to be used in glucose-insulin therapy.

(iv) Clarifying the procedure from the injection order through to administration.

 2) Compliance with the rules
(i)   Ensuring that, apart from in emergencies, injections and infusions are ordered using a worksheet, without fail.

(ii)   When administering an injection, ensuring that the physicians and nurses checking the dosage 
carry out checks by calling out the results of their calculations based on the quantity ordered and 
the dissolved amount, as stated on the docket.

(iii) Ensuring that physicians write injection orders as symptomatic orders, without fail.

(iv) Prohibiting verbal orders other than in an emergency.

(v)  Ensuring that, when a physician gives an order, it is communicated to the lead nurse, in the event 
of an emergency.

(vi)   Ensuring thorough adherence to the rule of having a different physician re-check the dosages of powerful drugs.

 3) Team-based checks

(i)  Ensuring that, when making up injections, two nurses carry out a check after conducting a check 
using the information technology system (if during the night shift, this should be a self-check).

(ii) Implementing a system that makes it possible to carry out team-based checks.

 4) Other
(i) Improving the harsh working environment for physicians working in the NICU.

(6) Conclusion
The 27th Quarterly Report highlighted medical adverse events in which a drug was mistakenly administered undiluted or a mistake 
was made in the concentration to be diluted, selecting these from among those reported events in which it was stated that the 
pediatric patient was admitted to the NICU. In addition, the characteristics of the reported cases were divided into two categories, 
namely (1) cases in which the drug was supposed to undergo a tenfold dilution before being administered, but was not diluted; and 
(2) cases in which the dilution was supposed to be carried out in two stages, but only the first stage dilution was carried out. The 
background and causal factors behind each event were then analyzed.

Moreover, there were events that had a serious effect on the pediatric patient, so the main symptoms and treatment were also listed.

In the future, as well as continuing to provide warnings, this division will focus its attention on trends in the occurrence of similar 
events.
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[9] Medical Adverse Events Involving Accidental Administration of 
Methotrexate Preparation as an Antirheumatic on Consecutive Days

(1) Introduction
The antifolate methotrexate (generic name) has two clinical objectives; more specifically, it is used either 
as an antirheumatic or as an antineoplastic. Separate methotrexate products tailored to these objectives are 
manufactured and sold.

In its incarnation as an antirheumatic, it is used as 2mg capsules or tablets. Based on a one-week administration 
schedule, it is administered every 12 hours from the first to the second day.

In its incarnation as an antineoplastic, it is used as 2.5mg tablets or as an injection drug. In the case of oral 
administration, the precise administration schedule varies according to the chemotherapy regimen, but in 
many cases it is given on consecutive days for a few days, followed by a drug holiday lasting 7-14 days.

<Methotrexate preparations for oral administration>

Antirheumatic preparations

Methotrexate® tablets 2mg
Metolate® tablets 2mg
Trexamette® capsules 2mg
Methotrexate® capsules 2mg
Rheumatrex® capsules 2mg

Antineoplastic preparation

Methotrexate® tablets 2.5mg

(It should be noted that, while the different types of Methotrexate preparation are distinguished in English 
on the basis of the active ingredient content, in Japanese they are distinguished by the similar but slightly 
different names Metotorekisa-to and Mesotorekise-to; the former is Methotrexate (2mg), while the latter is 
Methotrexate (2.5mg). In Japan, the preparation used as an antirheumatic is called Metotorekisa-to, while the 
preparation used as an antineoplastic is called Mesotorekise-to.)

(2) Occurrence Status
One event was reported during the period under analysis in the 27th Quarterly Report (July - September 2011). 
In the case in question, a patient admitted to the neurosurgery department was examined in the nephrology 
department and a prescription order for Methotrexate® tablets 2mg (antirheumatic) was issued, but the 
neurosurgeon assumed that the order was for Methotrexate® tablets 2.5mg (antineoplastic) and administered 
the drug without stipulating a drug holiday, leading to the patient receiving an overdose. At the medical 
institution in question, measures to prevent an overdose had been put in place, such as placing restrictions on 
the clinical departments that could enter a prescription for Methotrexate® tablets 2mg (antirheumatic), but this 
measure was a new factor in events of this nature and there were also misunderstandings about the content and 
notation of the order. Accordingly, in light of of the importance of this case and the lessons that can be learned 
from it, it has been analyzed.

(3) Summary of Event
The following provides an outline of the event in which the note “MTX (2) 3 tab (2-0-1)/week” on the 
prescription for Methotrexate® tablets 2mg was a cause of the event.
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Case
[Details]
The patient was a woman in her 80s, who had been admitted to the neurosurgery department due to a subarachnoid 
hemorrhage caused by an external injury. She had a history of rheumatoid arthritis and had previously been taking 
Rheumatrex® capsules 2mg, but was not taking them at the time of admission.

The patient’s condition stabilized, so she underwent examination in the nephrology department, under the care of which 
she had been due to rheumatoid arthritis, and the attending physician in the nephrology department ordered a prescription 
for Methotrexate® tablets 2mg. In doing so, the physician wrote “MTX (2) 3 tab (2-0-1)/week” on the record.

The neurosurgeon assumed that this order was a prescription for a methotrexate preparation intended as an 
antineoplastic, so in the morning, s/he issued filler prescriptions for four days’ supply and three days’ supply of 
Methotrexate® tablets 2.5mg, 3 times/day (2-0-1). The patient was administered two tablets in the morning and one 
in the evening on consecutive days for the next seven days.

Blood sample data showed pancytopenia, so administration of Methotrexate® tablets 2.5mg was ceased; a blood 
transfusion was carried out and G-CSF preparation was administered.

(4) Background and Causal Factors Behind the Event
The following provides a summary of the staff, organization-related factors and systems related to the 
background and causal factors behind the event.

1) Staff involved

(a) The nephrologist who wrote the prescription order
○ This was a physician who only dealt with outpatients once a week.
○  In the nephrology department at this hospital, it was a local rule that the notation “MTX” was 

understood to signify a prescription for Methotrexate® tablets 2mg (antirheumatic). Moreover, the 
notation “/week” was also used as a local rule.

○  Intending that the patient should be administered two Methotrexate tablets in the morning, none 
at lunchtime, and one tablet in the evening, once a week, the nephrologist wrote “MTX (2) 3 tab 
(2-0-1)/week” by hand on the admission record for the patient in question, but the nephrologist did 
not enter the order him/herself.

(b)  The neurosurgeon who mistakenly prescribed Methotrexate® tablets 2.5mg 
(attending physician)

○  The attending physician looked at the note “MTX” written by the nephrologist and prescribed 
Methotrexate® tablets 2.5mg. In the neurosurgery department, the notation “MTX” was 
understood to signify the preparation used as an antineoplastic.

○  The notation “/week” on the prescription order from the nephrology department was hardly ever 
used in the realm of surgery, so it was mistakenly interpreted to mean the daily dosage.

○  Accordingly, the attending physician entered “Mesotore” (the first part of the Japanese word 
for Methotrexate® in its 2.5mg formulation) on the prescription order input screen and selected 
Methotrexate® 2.5mg.

○  The attending physician had doubts about the notation of the order “MTX (2) 3 tab (2-0-1)/week”, 
but neglected to check it.

(c) Pharmacists

i. Pharmacist in the pharmaceutical department
○  When dispensing this dangerous drug, the pharmaceutical department did not check whether 

it was indicated for the complaint concerned. Moreover, on the ward it was assumed that the 
neurosurgeon had prescribed the drug in accordance with an order from a physician in another 
department, and the staff members there did not realize that the drug and number of days on 
which it should be administered differed.
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○  There was a system of multiple audits, by such staff as the pharmacists in charge of prescription 
auditing and calculation, and the pharmacists in charge of the primary and final audits, but this 
system did not function.

ii. Ward pharmacist
○  When creating a record of the drug management guidance, the ward pharmacist checked that 

the admission record stated “RA” and “MTX3T(2-0-1)”, as well as checking the number of days 
covered by the emergency prescription and whether or not there was a regular prescription, but 
when s/he checked the comments on orders from other departments on the admission record, s/
he overlooked the “2mg” and “/week” parts of the comment “MTX (2) 3 tablets (2-0-1)/week”.

○  After the ward pharmacist handed over to his/her successor, although the successor understood 
that the patient in question had been started on Methotrexate for rheumatoid arthritis, based 
on an order from another department, s/he did not have any doubts about the prescription for 
Methotrexate® 2.5mg.

○  The ward pharmacist knew that MTX was being administered to the patient in question 
for rheumatoid arthritis, but overlooked the fact that the order was to administer the drug on 
consecutive days.

○  At the medical institution in question, the copy of the prescription showed the drug history in 
relation to dangerous drugs, but the ward pharmacist did not check this.

(d) Nurse
○  The nurse knew that, previously, the patient in question had been alternately taking Rheumatrex® 

capsules 2mg and Methotrexate® tablets 2mg as an outpatient.
○  The neurosurgery department frequently used methotrexate as an injection drug for patients 

with tumors, but in this case, methotrexate had been prescribed as an oral medication, so the 
nurse checked with the neurosurgeon and ascertained that it was also used in this way, so s/he 
understood the neurosurgeon’s prescription to be correct.

○  The nurse did not know the efficacies of methotrexate. When the prescription was issued, the 
nurse checked with the physician what the drug was intended to treat and was informed that it 
was a drug to treat rheumatoid arthritis, but s/he did not search for pharmaceutical information 
about methotrexate.

2) Organization
○  There were no clear rules concerning prescription orders when a patient admitted as an inpatient 

was examined in another department, in relation to whether the other department issues the 
prescription order or whether the department in question does so after receiving the reply from the 
other department. The current situation is that both methods are used, although it is more common 
for the other department to issue the prescription order.

3) Systems
○  Methotrexate® tablets 2mg are prescribed via an ordering system restricted to certain hospital 

departments, so the neurosurgery department was unable to prescribe it, but it was able to prescribe 
Methotrexate® tablets 2.5mg; thus, the restriction had the opposite effect from that intended.

○  At the medical institution in question, a copy of the patient’s drug history was attached to the 
prescription when dangerous drugs are prescribed, but this was not checked.

(5) Alerts Concerning Methotrexate Preparations for Antirheumatic Purposes
As part of this project, medical adverse events in which methotrexate preparations for antirheumatic purposes 
were mistakenly administered on consecutive days, rather than only on the first and second days of a week, 
have been reported; accordingly, Medical Safety Information No.2 “Bone marrow suppression due to 
antirheumatic (methotrexate) overdose” provided an alert concerning the necessity of implementing a drug 
holiday when administering methotrexate preparations to patients for antirheumatic purposes. Similar events 
were subsequently reported, so recurrent and similar events were highlighted in the 21st Quarterly Report 
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(2010 Annual Report, pp.307-311) and Medical Safety Information No.45 “Bone marrow suppression due to 
antirheumatic (methotrexate) overdose (2nd Follow-up Report)” was published in August 2010. This Medical 
Safety Information bulletin provided an alert and appended the opinion of the Comprehensive Evaluation Panel 
that, in light of the fact that the pharmaceutical industry had improved the outer packaging of methotrexate 
preparations used for antirheumatic purposes, physicians should make the drug holiday clear, by such means 
as using the column provided for noting the days on which the drug was to be taken.

Partial extract from <Ministry of Health, Labour and Welfare, Concerning Measures to Prevent 
Medical Adverse Events Relating to Erroneous Administration (Overdose) of the Antirheumatic 
Methotrexate*  Appendix>1)

(6) Events Related to Mistakes Involving Methotrexate® tablets 2mg and 
Methotrexate® tablets 2.5mg Reported as Part of the Project to Collect and 
Analyze Pharmaceutical Near-Miss Event Information

Methotrexate preparations are also dispensed at pharmacies, when patients or their family members bring in 
prescriptions. In the analysis of cases related to antineoplastic drugs carried in the 2010 Annual Report of the 
Project to Collect and Analyze Pharmaceutical Near-Miss Event Information (p.119), a case was reported in 
which, as a result of the pharmacist submitting an inquiry about a prescription for Methotrexate® tablets 2.5mg 
brought in by a patient, it was discovered that the prescribing physician had misread the referral letter and 
should actually have prescribed Methotrexate® tablets 2mg, thus preventing the mistake ultimately leading to 
a medical adverse event. The case in question is shown below.

Partial extract from <Project to Collect and Analyze Pharmaceutical Near-Miss Event Information 
2010 Annual Report, p.119>
Content altered due to the inquiry 

about the prescription Details of event

Drug altered

A patient who had been transferred from another medical institution was prescribed 
Methotrexate® tablets 2.5mg. It was dispensed in accordance with the prescription and a drug 
audit was carried out, but when a check of the patient and the drug was carried out when the 
patient was to be given the drug, the patient suggested that there might have been a mistake.
When the pharmacy checked with the hospital, it was discovered that there had been 
a mistake in interpreting the referral letter and the correct prescription should be 
Methotrexate® tablets 2mg. Due to the nature of the drug formulary, the prescription was 
altered to Rheumatrex® capsules 2mg.
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(7) Prescription Notation to Prevent Medical Adverse Events
At the medical institution in question, the measure employed to prevent administration on consecutive days 
involved restricting the clinical departments that could prescribe Methotrexate® tablets 2mg, but there were 
no measures to prevent a mix-up between Methotrexate® tablets 2mg and Methotrexate® tablets 2.5mg, nor 
was there any mechanism for providing a warning about prescribing the drug on consecutive days.

Fig. III-2-115 Measures to Prevent Medical Adverse Events Related to Methotrexate Preparations

The background and causal factors cited included the fact that the nephrologist wrote “MTX (2) 3 tab (2-0-1)/
week” on the record, but the neurosurgeon assumed that “MTX” signified Methotrexate® tablets 2.5mg and 
prescribed the patient four days’ supply and three days’ supply of three tablets to be taken from the morning 
(2-0-1), as well as the fact that the notation “/week” was not commonly used in the neurosurgery department, 
so it was assumed to mean “/day”. Thus, prescription notation methods based on local rules can differ between 
clinical departments, even within the same medical institution, which suggests the importance of prescription 
notation methods that do not invite misunderstanding.

The Report of the Panel on Approaches to Methods of Detailing Information on Oral Medication Prescriptions5) 
lists the following five guidelines as the ideal approach to oral medication prescription notation; it also provides 
examples of prescriptions, so these are reproduced below.

(i) The drug name shall be standardized as the preparation name as listed on the drug price standard.

(ii) The quantity shall be standardized as the dose to be taken each time, which is the smallest basic unit.

(iii)  The quantity of powdered/liquid medication shall be standardized as the product volume (weight as 
a preparation, rather than the quantity of the active pharmaceutical ingredient).

(iv)  In relation to usage and dosage, the number of times the drug is to be taken and the timing at which 
it should be taken shall be standardized and expressed clearly in Japanese, eliminating any modes of 
expression that could potentially cause errors in the transmission of information.

(v)  In relation to usage and dosage, the number of days on which the drug is to be taken shall be 
standardized as the number of days on which it is actually administered.

Methotrexate preparation 
for oral use

Methotrexate® tablets 2mg
(for antirheumatic purposes)
(Japanese name: Metotorekisa-to)

1.  Restricting the clinical departments that 
can prescribe an order

Measure

2. Drug mix-up due to similar names
3.  Warnings concerning prescription on 

consecutive days

Methotrexate® tablets 2.5mg
(for antineoplastic purposes)
(Japanese name: Mesotorekise-to)
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Partial extract from the <Report of the Panel on Approaches to Methods of Detailing Information on 
Oral Medication Prescriptions Prescription Example No.7>

(8) Improvement Measures at the Medical Institutions Where the Events Occurred

1) Computer system

○  The system has been amended to restrict the clinical departments that can prescribe Methotrexate® 
tablets 2.5mg, so that it cannot be prescribed by any department other than the hematology department.

○  The prescription for Methotrexate® tablets 2mg was to be deleted from the records due to medical 
safety concerns, but at the request of the department of rheumatology and clinical immunology, 
it was decided to restrict it to physicians registered to prescribe the drug. A mechanism has been 
created whereby, when “metotore” (the beginning of the Japanese word for Methotrexate) is entered, 
a user restriction alert appears.

2) Checks

○  Ensuring that, in the event that the content of a prescription is unclear, staff members check with the 
physician who issued the order or a colleague, rather than making assumptions.

3) Strengthening drug audits

○  Checking the disease name and reason for prescribing the drug in question in all cases when the 
pharmaceutical department conducts prescription audits of dangerous drugs.

4) Sharing of information

○  Issuing DI news and making information available within the hospital concerning Methotrexate 
preparations, regarding such matters as complaints for which these are indicated, as well as usage 
and dosage.

(9) Conclusion
This theme was highlighted in light of its importance and the lessons that can be learned from the case in which 

Rheumatrex (2mg) 2 capsules every Sunday
two times/day Sunday 09:00, 21:00 4 days’ supply (actual number of days administered)
Rheumatrex (2mg) 1 capsule every Monday
one time/day Monday 09:00 4 days’ supply (actual number of days administered)

Rheumatrex 2mg capsules   1 capsule per time (2 capsules per day)
 Sunday 09:00, 21:00   4 days’ supply (actual number of days administered)
Rheumatrex 2mg capsules   1 capsule per time (1 capsules per day)
 Monday 09:00   4 days’ supply (actual number of days administered)

5) If there is a drug holiday

If prescribing Rheumatrex 2mg capsules, with one capsule to be taken each time, at 09:00 and 21:00 on a Sunday and 
09:00 on a Monday, followed by a drug holiday until the dose to be taken at 09:00 the following Sunday (4 weeks’ supply)

(Current situation)

(transition period: stating both the dose per time and the daily dose)

(Ideal approach)

Rheumatrex 2mg capsules 1 capsule per time
  4 cycles, based on one cycle consisting of oral administration three times in 

one week (Sunday 09:00, 21:00, Monday 09:00)
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a neurosurgeon administered Methotrexate® tablets 2.5mg (antineoplastic), having assumed that this was the 
preparation referred to by the prescription order stating “MTX (2) 3 tab (2-0-1)/week”, which had been issued 
when a patient admitted to the neurosurgery department was examined in the nephrology department and 
which was actually for Methotrexate® tablets 2mg (antirheumatic). This section has presented analysis and 
observations in relation to the summary of background and causal factors, comparison of information about 
methotrexate preparations, the outcomes of this project and the Project to Collect and Analyze Pharmaceutical 
Near-Miss Event Information in relation to this case, and prescription notation to prevent medical adverse 
events. The ingredient in both Methotrexate® tablets 2mg and Methotrexate® tablets 2.5mg is methotrexate, 
but the efficacies and usage and dosage of the two drugs differ. This suggests that it is vital to work on measures 
on an organization-wide basis, in order to ensure that mistakes are not made when prescribing these drugs.

(10) References
1.  Ministry of Health, Labour and Welfare. Concerning Measures to Prevent Medical Adverse Events 

Relating to Erroneous Administration (Overdose) of the Antirheumatic Methotrexate. August 29, 
2008, Pharmaceutical and Food Safety Notice No. 0829001 from the Director of the Safety Division, 
Pharmaceutical and Food Safety Bureau, Ministry of Health, Labour and Welfare.

2.  Ministry of Health, Labour and Welfare. Concerning Measures to Prevent Erroneous Administration 
(Overdose) of the Antirheumatic Methotrexate (Warning). October 20, 2008, Health Policy General 
Notice No. 1020001, Pharmaceutical and Food General Notice No. 1020001, and Pharmaceutical 
and Food Safety Notice No. 1020001, from the Director of the General Affairs Division, Health 
Policy Bureau, and the Director of the General Affairs Division and Director of the Safety Division, 
Pharmaceutical and Food Safety Bureau, Ministry of Health, Labour and Welfare.

3.  Methotrexate tablets 2.5mg package insert. Pfizer Japan Inc. August 2011 revision (10th edition).

4.  Methotrexate tablets 2mg package insert. Mitsubishi Tanabe Pharma Corporation. August 2011 revision 
(9th edition) D6.

5.  Ministry of Health, Labour and Welfare. Report of the Panel on Approaches to Methods of Detailing 
Information on Oral Medication Prescriptions. January 2010 (online), available from <http://www.
mhlw.go.jp/shingi/2010/01/dl/s0129-4a.pdf> (last accessed 2011-10-18)
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[10]  Medical Adverse Events Involving Intravenous Injection of Drugs 
Meant for Continuous Infusion into the Epidural Space in Post-
operative Patients

(1) Occurrence Status
Administering long-acting local anesthetic in the epidural space “blocks noxious stimuli entering the posterior 
horn of the spinal cord, making it an effective form of analgesia both when resting after surgery and in 
the event of pain on movement, and it is also partially effective against visceral pain channels entering the 
posterior horn of the spinal cord”1). Thus, as one can see from this, it has the advantages that (i) it is effective 
against pain when resting; (ii) it is effective against pain on movement; and (iii) it is partially effective against 
visceral pain. Accordingly, long-acting local anesthetic is administered continuously into the epidural space 
after surgery, with the objective of alleviating the pain experienced by the patient, but in doing so, it is vital for 
the ICU or ward to manage the epidural catheter, as well as the infusion and all other drains and lines.

When the cases relating to mistakes in the route used for drugs meant for continuous infusion into the epidural 
space in post-operative patients that occurred between the beginning of this project (October 2004) and the 
period under analysis in the 28th Quarterly Report (October 1 - December 31, 2011) were identified, it was 
ascertained that all five relevant cases involved intravenous administration of drugs that should have been 
administered into the epidural space. Of the five cases analyzed, one medical adverse event was reported 
during the period under analysis (October 1 - December 31, 2011). It should be noted that the 27th Quarterly 
Report referred to central venous lines and peripheral venous lines using the generic term “intravenous lines”.

(2) Summary of Event
The following provides an outline of the five medical adverse events involving intravenous injection of drugs 
meant for continuous infusion into the epidural space in post-operative patients.

Case 1
[Details]
The patient was returned to the surgical department ward following completion of a low anterior resection of the 
rectum. Under normal circumstances, narcotics are often fed into a Syrinjector via an epidural catheter and then 
continuously infused, but in this case, insertion of the epidural catheter was halted due to bone metastasis, so a 
Syrinjector containing Fentanyl was connected to the intravenous line. However, the physician forgot about the 
change of order and the Anapeine for epidural infusion that had been brought out ahead of surgery was not returned. 
During the evening shift, the drug solution in the Syrinjector was running out, so Nurse A referred to the order sheet 
while preparing the Anapeine, and then connected it. In doing so, s/he did not pay attention to the comment “inject 
via the epidural catheter”, which was written on the order sheet. Nurse B, who was on the late night shift, also lacked 
knowledge of Anapeine, so did not have any misgivings. The nurse on the day shift the following morning noticed the 
mistake. There was no change in the patient’s condition, but a total of 40mg of Anapeine was injected intravenously.

[Background and causal factors]
•  The attending physician forgot about the change in order and did not issue another order to take its place, so the drug 

that was stopped was left out and not returned.

•  Anapeine had only just been introduced, following a change from Marcain, so the nurse did not know that it was a 
drug for epidural administration.

•  The nurse had received a handover about the fact that the Syrinjector had been connected to a blood vessel in this 
case, but s/he also assumed that the Syrinjector was for epidural use.

• The usage was not reviewed when checking the order.
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Case 2
[Details]
The patient underwent colostomy reversal surgery. Before surgery, the patient had been prescribed the addition of 
Anapeine post-surgery via the epidural catheter, but at the time of surgery there was no indwelling epidural catheter, 
so Fentanyl was administered using an infusion pump via the intravenous line. On the first day after surgery, the 
nurse working the late-night shift noticed that there was only 10mL remaining in the infusion pump, so administered 
Anapeine as well, having checked only the name of the drug on the prescription form. Three hours later, the day 
shift nurse checked that the infusion pump was connected to the intravenous line and discovered that Anapeine, the 
intravenous administration of which is prohibited, was being administered. Administration was halted immediately, 
and the patient was fitted with an electrocardiogram monitor and kept under observation, with particular attention 
being paid to his/her hemodynamics and neurological symptoms.

[Background and causal factors]
•  The Anapeine, which was no longer due to be used after surgery because the epidural catheter was not left indwelling, 

was not returned.

•  The injection docket stated “epidural Anapeine”, but because Anapeine was written on the box containing the 
injection drug, the nurse unhesitatingly administered an additional injection of Anapein.

•  Drugs can be administered both epidurally and intravenously using an infusion pump, so it can be connected to both 
kinds of line; accordingly, there was a danger that Anapeine would be injected intravenously.

•  Similar cases had occurred within the hospital, but details of those cases had not permeated the consciousness of 
the staff members.

Case 3
[Details]
In the operating theater, Fentanyl 0.3mg / normal saline 42mL was administered at 2mL/h using a Syrinjector 
pump via a peripheral venous line, for the purpose of controlling post-operative pain following laparoscopic total 
gastrectomy. On the first day after surgery, the Fentanyl in the Syrinjector pump was running low, so the nurse 
prepared an additional dose with the physician. However, they actually prepared the Anapeine epidural anesthetic 
that had been prescribed in advance of surgery because there was a possibility at that time that an epidural catheter 
would be inserted during surgery. The physician and nurse went to the patient’s bedside, checked the Syrinjector, and 
added Anapeine to the Syrinjector pump on the intravenous line.

The nurse noticed the mistake an hour and 40 minutes later, when s/he went to check on the patient. Fortunately, only 
a small quantity of Anapeine had been injected, so the patient was not affected.

[Background and causal factors]
•  Around the time that this event occurred, Syrinjector pumps had come to be used on intravenous lines quite 

frequently, but this was not common knowledge within the hospital. These pumps were exactly the same shape as 
the Syrinjector pumps used for epidural administration.

•  The drug name (Fentanyl) was written on the Syrinjector pump, but it did not state whether it was connected to an 
epidural catheter or an intravenous line.

•  The physician and nurse who prepared and added the drug on the ward looked at the shape of the Syrinjector pump 
and understood it to be connected to an epidural catheter, so they did not trace the line all the way along to the 
insertion site, nor did they check the drug name written on the Syrinjector pump against the prescription.
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Case 4
[Details]
A cesarean section was carried out and the patient returned to the ward from the operating theater at around 15:00. 
A continuous infusion of Fentanyl was being provided via the epidural catheter put in place during surgery, in order 
to control pain, but the patient continued to experience pain, so Anapeine (0.1%, 4mL/h) was added at 16:00. The 
physician went to the patient’s room and connected the Anapeine a little ahead of the nurse’s arrival. The nurse arrived 
shortly after, but did not adequately check the place to which it had been connected. At the time of the late-night 
(01:30) check, the Anapeine was discovered to be connected to the T-shaped stopcock on the intravenous line, and 
it was realized that it had been administered intravenously by mistake. The total quantity of Anapeine administered 
to the patient was approximately 35mg, but no side-effects, such as changes in vital signs or neurological symptoms, 
were observed.

[Background and causal factors]
•  On the day of surgery, due to a shortage of staff, the physician was dealing with many other tasks and was carrying 

out almost all post-operative duties on the ward alone, and s/he thought that the nurse would check the line as well.

• The nurse trusted the physician, so did not check the connection of the line.

• The Anapeine was connected in a room that was only dimly lit.

Case 5
[Details]
Surgery was performed on a malignant esophageal tumor. Droleptan, Popscaine and morphine hydrochloride were 
infused continuously via an epidural catheter, in order to control pain following surgery. On the third day after 
surgery, redness and swelling were observed when the epidural catheter insertion site was being cleaned, and when 
the nurse looked at the catheter, s/he saw that the connector had become dislodged. When s/he traced the line from 
the Balloonjector to which the epidural catheter should have been connected, s/he discovered that the Balloonjector 
was actually connected to the central venous line (triple lumen), which should have had a heparin lock. It is unclear 
at what stage it was connected incorrectly and who was responsible for this.

[Background and causal factors]
•  Rushing to connect the line because it had become disconnected. [This was a cause cited by the medical institution 

that reported this event, but the report did not state who had been rushing.]

• Failing to carry out a check of the route after connection.

• Connecting to both the epidural route and the central venous line.

• Lack of checks and observation of all indwelling lines during the course of each staff member’s duties.

•  On the Balloonjector, it is difficult to measure the quantity of drug solution injected and the quantity remaining just 
by looking, so staff members neglected to observe it.

(3) Classification of Events
Events involving intravenous injection of drugs meant for continuous infusion into the epidural space in post-
operative patients can be broadly classified into 1) events in which a drug for injection into the epidural space 
had been prepared in advance, but the patient returned from the operating theater without having had an 
epidural catheter inserted; and 2) events in which a drug prepared for connection to the epidural catheter was 
connected to the intravenous line by mistake (Fig. III-2-116).
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Fig. III-2-116 Classification of Events
Classification Number of events

Events in which a drug for injection into the epidural space had been 
prepared in advance, but the patient returned from the operating 
theater without having had an epidural catheter inserted

3

Events in which a drug prepared for connection to the epidural 
catheter was connected to the intravenous line 2

(4) Analysis of Events

(a)  Events in which a drug for injection into the epidural space had been prepared in 
advance, but the patient returned from the operating theater without having had an 
epidural catheter inserted

i) Occurrence status

In all three of these cases, an order for a drug to be injected epidurally was issued before surgery and the 
drug was prepared for the patient. Moreover, in all three cases, the drug involved was Anapeine (long-
acting local anesthetic), administered via an intravenous line using pressure infusion apparatus.

Fig. III-2-117 shows the circumstances of the occurrence of Cases 1-3.

Fig. III-2-117 Occurrence of Events (events in which a drug for injection into the epidural space 
had been prepared in advance, but the patient returned from the operating theater without 
having had an epidural catheter inserted)

Scene of the 
occurrence

Purpose of 
inserting 
epidural 
catheter 
(surgical 

procedure)

Indwelling 
or not 

indwelling
Planned

treatment
Details of 

Error
Drug 

involved
Medical 
device 

involved

Case 1

Patient was returned 
to ward from 
operating theater & 
post-operative order 
was carried out (day 
of surgery)

Post-operative 
pain management
(low anterior 
resection of 
rectum)

Not 
indwelling

Preparation & 
administration 
of Fentanyl to be 
administered via 
intravenous line

Anapeine, meant 
for administration 
via epidural 
catheter, 
administered via 
intravenous line

Anapeine 
(long-acting local 
anesthetic)

Syrinjector 
(pressure infusion 
apparatus)

Case 2

Patient was returned 
to ward from 
operating theater, 1st 
day (intravenously 
administered 
Fentanyl connected in 
the operating theater 
was running low, so 
was replaced)

Post-operative 
pain management
(colostomy 
reversal surgery)

Not 
indwelling

Preparation & 
administration 
of Fentanyl to be 
administered via 
intravenous line

Anapeine, meant 
for administration 
via epidural 
catheter, 
administered via 
intravenous line

Anapeine 
(long-acting local 
anesthetic)

Infusion pump 
(pressure infusion 
apparatus)

Case 3

Patient was returned 
to ward from 
operating theater, 1st 
day (intravenously 
administered 
Fentanyl connected in 
the operating theater 
was running low, so 
was replaced)

Post-operative 
pain management
(laparoscopic 
total gastrectomy)

Not 
indwelling

Preparation & 
administration 
of Fentanyl to be 
administered via 
intravenous line

Anapeine, meant 
for administration 
via epidural 
catheter, 
administered via 
intravenous line

Anapeine 
(long-acting local 
anesthetic)

Syrinjector 
(pressure infusion 
apparatus)
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ii) Background and causal factors

Next, the main background and causal factors behind Cases 1 and 3 are shown in Fig. III-2-118.

Fig. III-2-118 Background and Causal Factors Behind the Event
Main Background and Causal Factors

Case 1
•  The attending physician forgot about the change in order and did not issue another order to take its place, so the drug that was stopped 

was left out and not returned.
• The usage was not reviewed when checking the order.
• There was an assumption that Syrinjectors were only used epidurally.

Case 2

• The epidural catheter was not left indwelling at the time of surgery, but the Anapeine was not returned after surgery.
•  The injection docket stated “epidural Anapeine”, but because Anapeine was written in the individual injection box, the nurse 

unhesitatingly administered an additional injection of Anapein.
•  Drugs can be administered both epidurally and intravenously using an infusion pump, so it can be connected to both kinds of line; 

accordingly, there was a danger that Anapeine would be injected intravenously, despite the fact that this was prohibited.

Case 3

•  The drug name (Fentanyl) was written on the Syrinjector pump, but it did not state whether it was connected epidurally or to an 
intravenous line.

•  Syrinjector pumps had come to be used on intravenous lines quite frequently, but this was not common knowledge within the hospital; 
moreover, these pumps were exactly the same shape as the Syrinjector pumps used for epidural administration.

•  The physician and nurse who prepared and added the drug on the ward looked at the shape of the Syrinjector pump and understood it 
to be connected to an epidural catheter, so they did not trace the line all the way along to the insertion site, nor did they check the drug 
name written on the Syrinjector pump against the prescription.

The background and causal factors that these three cases have in common are A) the fact that an order for 
epidural administration of a drug after surgery was not changed; and B) the fact that pressure infusion apparatus 
was used to administer the drug to the patient via a vein. These two points have been analyzed.

A) Failure to change an order for post-operative epidural administration of a drug

In the process flow for Case 1, the problems include (1) the fact that the pre-operative and post-operative 
orders are treated as a single order before surgery, so a single process was followed; and (2) the fact that 
post-operative treatment was carried out without the physician and nurse checking the pre-operative order 
after surgery (Fig. III-2-119). One factor behind (1) is thought to have been the fact that, at present, orders to 
administer local anesthetics are issued before surgery, with the drug being prepared on the ward in advance, 
in order to alleviate the patient’s post-operative pain more swiftly.

In order to reduce the risks involved in (1), a process in which the physician re-evaluates the order after surgery, 
even in cases in which the processes are carried out as in (1), has been added in red and is shown in Fig. III-
2-120. More specifically, this process involves the physician re-evaluating the injection orders issued before 
surgery, after the synchronization bar has been set via surgery, and communicating the details of any changes 
to the nurse. Thus, amid a situation in which the treatment and drugs required for the patient during the pre-
operative, operative and post-operative phases will not necessarily go according to the pre-operative plan, it 
is vital to establish clear processes for re-evaluating the details thereof, while making the necessary revisions 
to orders. Moreover, it is also important to clarify who will be responsible for preparing the new drugs, in the 
event of a change in the order, and who will return the drug that is no longer going to be administered, as well 
as clarifying the methods of preparing and returning the drugs.
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B) Use of pressure infusion apparatus to administer the drug to the patient via a vein

In terms of the background and causal factors cited, in Case 1, there was an assumption that the Syrinjector 
was used with an epidural catheter; in Case 2, infusion pumps were used at the hospital, both for administering 
drugs via an epidural catheter and for administering them via an intravenous line, and both types of line 
could be connected to the pump; and in Case 3, there was increasing use of the Syrinjector with intravenous 
catheters, but this was not common knowledge within the hospital, and the Syrinjectors used for intravenous 
administration were completely the same shape as those used for epidural administration. Thus, the background/
causal factor common to all three cases is the fact that, when administering drugs, rather than thinking about 
administering drugs into the epidural space based on the drug efficacy, the staff members concerned assumed 
that use of pressure infusion apparatus was synonymous with epidural administration.

As stated on the package insert, pressure infusion apparatus is used not only with catheters indwelling in the 
epidural space, but also when administering drugs such as anticancer drugs, local anesthetics or analgesics 
via a catheter indwelling in the vein, suggesting that it is necessary to make further efforts to ensure that this 
becomes common knowledge within medical institutions.

Fig. III-2-119 Process Flow for Case 1 Fig. III-2-120 Process Flow for Case 1 
(Example of Improvements)

Attending physician Nurse Attending physician Nurse PharmacistPharmacist

Drawing up plan 
for surgery

No problem No problem

Problem Problem

Problem No problem

Checking pre-
operative & post-

operative injection 
orders

Accepting pre-operative 
& post-operative 
injection orders

Implementing pre-
operative measures

Implementing post-
operative measures

Issuing pre-operative 
& post-operative 
injection orders

Drawing up plan 
for surgery

Checking pre-
operative & post-

operative injection 
orders

Accepting pre-operative 
& post-operative 
injection orders

Implementing pre-
operative measures

Checking pre-
operative & post-

operative injection 
orders

Stopping/
changing 

order

Returning the 
drug

Implementing post-
operative measures

Items involved in post-
operative process
•  Right to return the 

drug prepared before 
surgery

Items involved in post-
operative process
•  Order sheet issued 

before surgery
•  Drug prepared 

before surgery

Contacting 
nurse to tell 
him/her to 
carry out 
the order

Post-
operative

Pre-
operative

Operative

Auditing the 
pre-operative & 
post-operative 
injection orders 
and dispensing 

drugs to the ward

[Problem] 
After the 
synchronization bar 
constituted by surgery, 
the physician and 
nurse carried out the 
post-operative order 
without checking it.

Items involved in post-
operative process
•  Order sheet issued 

before surgery
•  Drug prepared 

before surgery

Administration via 
wrong route

Auditing the 
pre-operative & 
post-operative 
injection orders 
and dispensing 
drugs to the ward

[Problem] 
The pre-operative 
and post-operative 
orders were issued 
simultaneously, so 
they became part of 
the same process.

Issuing pre-operative 
& post-operative 
injection orders

Pre-
operative

Post-
operative

Operative
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Partial extract from the package insert concerning the shape and structure of the pressure infusion apparatus used in Case 1

iii) Improvement measures
The improvement measures reported at the medical institutions where the events in question occurred are 
shown below, sorted by category.

1) Creating a mechanism that facilitates reliable order changes
•  Using a separate docket for drugs for epidural administration when issuing post-operative orders before surgery.
•  Immediately returning to the pharmacy drugs that are no longer required as soon as the patient returns 

to his/her room after surgery.

2) Labels to facilitate awareness
•  In order to make it clear whether a Syrinjector is being used for epidural or intravenous administration, a 

new procedure has been introduced, whereby labels stating either “epidural anesthetic” or “intravenous 
injection” (letters printed on a blue label for epidural anesthetics and on a white label for intravenous 
injections) are affixed to both the main unit of the Syrinjector pump and the line, part of the way along 
its length; in addition, an Urgent Safety Information bulletin has been issued, with a view to ensuring 
that this new procedure becomes common knowledge within the hospital.

3) Distinction between medical devices
•  Changing the type of infusion pump according to the purpose of its use. (Using 120mL or 200mL 

pumps for epidural administration; using 60mL pumps for intravenous administration, and hanging a 
card stating “intravenous injection” on these pumps)

•  The same kind of Syrinjector was being used for both epidural and intravenous administration, so consideration 
is being given to changing the Syrinjector pump when administering drugs intravenously in future.

4) Education Within the Hospital
• Issuing an announcement that the usage column on the order sheet must be checked without fail.
• Planning a workshop concerning pharmaceuticals.
• Holding ward conferences about this case.
•  Holding a series of ward workshops to inform all staff about important points to remember in relation to 

drugs for intravenous administration. Ensuring that checks are carried out without fail regarding the matters 
communicated to staff in relation to cases of adverse events, to confirm that they have understood.

(b)  Events in which a drug prepared for connection to the epidural catheter was connected 
to the intravenous line

i) Occurrence status
Events in which a drug prepared for connection to the epidural catheter was connected to the intravenous 
included a case in which, on the day when the patient returned to the ward from the operating theater, there 
was a mix-up between the T-shaped stopcock for the catheter through which a continuous infusion of Fentanyl 
was being administered into the epidural space and the T-shaped stopcock for the intravenous line (Case 4). 
Fig. III-2-121 shows the circumstances of the occurrence of Cases 4 and 5.

[Shape and Structure]

This item can be connected to a catheter indwelling in the epidural space or 
vein of a post-operative patient in the operating theater, ICU or hospital room 
at a medical institution, to continuously infuse a drug solution (anticancer 
drug, local anesthetic, analgesic, etc.) at a constant, low pressure.

Coopdech Syrinjector

Main unit
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Fig. III-2-121 Occurrence of Events

Scene of the 
occurrence

Purpose of 
the indwelling 
epidural line 

(surgical 
procedure)

Drug for 
continuous 

infusion

Planned 
administration 

route
Details of 

error Related drug
Related 
medical 
device

Case 4

The patient returned 
to the ward from the 
operating theater 
and was receiving a 
continuous epidural 
infusion of Fentanyl, 
but Anapeine was 
added because the pain 
was strong. (Day of 
surgery)

For the purpose of 
post-operative pain 
management
(cesarean section)

Fentanyl & 
Anapeine Epidural catheter

Connected to 
the T-shaped 
stopcock in the 
intravenous line

Anapeine (long-
acting local 
anesthetic)

Unknown

Case 5

The patient returned 
to the ward from ICU 
and was receiving a 
continuous epidural 
infusion of Droleptan 
and other drugs, but 
this was not checked 
for the next two days.

Post-operative pain 
management
(endoscopic 
esophagectomy, 
two-field dissection, 
gastric tube 
reconstruction, 
cervical 
anastomosis)

Droleptan, 
Popscaine, 
morphine 
hydrochloride

Epidural catheter
Connected 
to the central 
venous line

Droleptan 
(neuroleptic for 
anesthetic purposes), 
Popscaine (long-
acting local 
anesthetic), morphine 
hydrochloride 
(narcotic)

Balloonjector
(pressure 
infusion 
apparatus)

ii) Background and causal factors
Next, the main background and causal factors behind Cases 4 and 5 are shown in Fig. III-2-122.

Fig. III-2-122 Background and Causal Factors Behind the Events
Main Background and Causal Factors

Case 4
• The physician thought that the nurse would check the line as well.
• The nurse trusted the physician, so did not check the connection of the line.
• The line was connected in a room that was only dimly lit.

Case 5

•  Rushing to connect the line because it had become disconnected. [This was a cause cited by the medical institution that reported this event, 
but the report did not state who had been rushing.]

• Failing to carry out a check of the line after connection.
• It was possible to connect to both the epidural catheter and the central venous line.
• Lack of checks and observation of all indwelling routes during the course of each staff member’s duties.
•  On the Balloonjector, it is difficult to measure the quantity of drug solution injected and the quantity remaining just by looking, so staff 

members stopped observing it adequately.

The fact that the line was not checked after connection was cited as a background/causal factor common to the two 
cases. Moreover, many other background and causal factors related to the actions of medical personnel were cited, 
including the fact that the staff member involved thought that a staff member in another occupation would check the 
line and the fact that the line was connected in a room that was dimly lit (Case 4), as well as the fact that the staff 
member concerned rushed to connect the line and the fact that the drains and lines were not observed properly (Case 
5). At the same time, one of the background and causal factors cited related to an item of equipment, in terms of the 
fact that it was possible to connect the pump to both an epidural catheter and a central venous catheter (Case 5). The 
NPSA (National Patient Safety Agency) in the UK issued a warning about actions to be taken by NHS (National Health 
Service) medical institutions to prevent such events, using the lessons learned from three events reported between 
2000 and 2004, in which patients died after bupivacaine, which should have been administered into the epidural space, 
was injected intravenously5). More specifically, these actions included measures such as attaching to syringes a label 
stating “For Epidural Use Only” in a large font, using products with different colors or designs to distinguish items to 
be used in the epidural space and those to be used intravenously, and storing such items in different places. Moreover, 
in January 2011, in relation to syringes containing drugs to be injected into the epidural space, the NPSA issued an 
alert, stating that NHS medical institutions should take steps to ensure that they used only syringes with connectors 
that would not also connect with intravenous lines6). Furthermore, one preventive measure pointed out by C.M. Hew 
et al., in a study investigating adverse events in which drugs intended for non-epidural use were injected epidurally, 
focusing on medical databases and literature spanning 35 years7), is ensuring that, when connecting drugs to epidural 
catheters or intravenous lines, anesthesiologists use connectors that are not interchangeable.
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iii) Improvement measures
The improvement measures reported at the medical institutions where the events in question are shown below, 
sorted by category.

1) Checks

• Ensuring thorough adherence to the process of checking catheters and lines from one end to the other.

•  Ensuring that physicians and nurses carry out double-checks of catheters and lines together, without fail.

2) Environmental improvements

• Making the lighting in hospital rooms brighter when connecting catheters and lines.

3) Distinguishing medical devices for epidural use from those for intravenous use

•  Considering changing the caliber of epidural catheters and central venous lines, or making it possible to 
distinguish between the syringes connected to them.

(5) Conclusion
In this Report, relevant cases have been classified into events in which a drug for injection into the epidural space 
had been prepared in advance, but the patient returned from the operating theater without having had an epidural 
catheter inserted, and events in which a drug prepared for connection to the epidural catheter was connected to 
the intravenous line; these cases have also been analyzed.

In relation to cases in which a drug for injection into the epidural space had been prepared in advance, but the 
patient returned from the operating theater without having had an epidural catheter inserted, this Report has 
provided an example of a process flow for cases in which physicians issue pre-operative and post-operative orders 
simultaneously, featuring the addition of a process in which the physician re-evaluates the order after surgery, 
in order to ensure that the process functions properly, even if pre-operative and post-operative orders form part 
of the same process. Moreover, with regard to events in which a drug prepared for connection to the epidural 
catheter was connected to the intravenous line, this Report notes that pressure infusion apparatus is used not 
only to administer drugs via a catheter indwelling in the epidural space, but also via a catheter indwelling in a 
vein, and advises that it is necessary to ensure that this becomes common knowledge among medical institutions.

In the future, as well as continuing to provide warnings, this division will focus its attention on trends in the 
occurrence of similar events.
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[11]  Medical adverse Events Involving Mistakes in the Insulin Unit by a 
Resident When Preparing and Administering Insulin to Patients

(1) Occurrence Status
When the electrolyte balance is disturbed and serum potassium increases due to various clinical conditions occurring 
in patients (for example, renal dysfunction, metabolic acidosis, the effects of certain drugs, tissue necrosis, and 
gastrointestinal hemorrhage), conduction disorders occur in the myocardium, reducing the contractility of the heart 
muscle and giving rise to electrocardiographic abnormalities. Thus, although there are various degrees of severity 
in the occurrence and persistence of hyperkalemia, there are many cases in which treatment is required, due to the 
potential for it to have a serious impact on the patient’s condition. Various treatment methods are used, according to 
the patient’s clinical condition, such as the administration of calcium preparations or drugs to alleviate acidosis, and 
glucose-insulin therapy.

In administering glucose-insulin therapy, a glucose preparation is mixed with an insulin preparation and administered 
by means of intravenous infusion or intravenous injection, but it is vital to measure the quantity of insulin required 
when dispensing these preparations. Moreover, the Quarterly Reports and Medical Safety Information bulletins 
issued as part of this project have provided warnings concerning insulin preparations, in relation to such matters as 
misconception of the insulin content in vials and misconception of the insulin unit.

During the period under analysis in the 28th Quarterly Report (October 1 - December 31, 2011), one event was 
reported in which, when administering glucose-insulin therapy to a patient, an order was issued for “50% glucose 
solution 40mL + Humulin R 4 units”, but in the process of preparing this, the resident mistakenly assumed one vial of 
Humulin R to constitute four units and prepared an overdose of insulin, which was then administered to the patient.

Accordingly, this case has been analyzed in light of its importance and the lessons to be learned from it, given the 
fact that, as stated above, hyperkalemia has the potential to have a major impact on a patient’s condition and that if 
appropriate glucose-insulin therapy is not administered to treat it, there is a risk that the patient could suffer low blood 
glucose due to an overdose of insulin or various kinds of organ dysfunction resulting from this.

(2) Summary of Event
The following provides an outline of this medical adverse event.

Case
Glucose-insulin therapy was being administered to treat hyperkalemia in a patient who had been admitted to the 
department of respiratory medicine.
The order for glucose-insulin therapy was for 50% glucose solution 40mL + Humulin R 4 units and infusion via a 
peripheral line was carried out at 10:00. Blood glucose remained at around the 20mg/dL level from the measurement 
at 14:00, so glucose solution was administered repeatedly, but it was very difficult to raise the blood glucose level. 
The blood glucose level stabilized at around 22:00. The same night, it was ascertained that the dose of Humulin R 
administered at 10:00 had been an overdose.
When the order for glucose-insulin therapy was given, the nurse placed Humulin R (already opened) 1 vial, 50% 
glucose 20mL 2 ampoules, one syringe for insulin, and one 50mL syringe on the tray and began to make preparations. 
The resident told the nurse that s/he would prepare the drug solution him/herself and did so. When preparing the drug 
solution, the resident drew up 40mL of the 50% glucose solution into the 50mL syringe and then drew up the whole 
of the Humulin from the vial into the same syringe and administered it to the patient (approximately 9mL (900 units)). 
The patient was sedated, so it was difficult to determine his/her level of consciousness when s/he had low blood 
glucose. It was presumed that the patient’s blood glucose level was around the 20mg/dL mark for approximately four 
hours and a CT was carried out, due to concerns about the possibility of encephalopathy, but no obvious anomalies 
were found. The patient had been managed on a ventilator for a long time, as s/he was suffering severe respiratory 
failure, so even if a problem with his/her level of consciousness arose if sedation was removed in the future, it would 
be difficult to determine whether the cause was the low blood glucose or the primary complaint.
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(3) Background and Causal Factors Behind the Event
The background and causal factors behind this event, relating to the staff involved, the organization and 
systems, are shown below, sorted by category.

1) Staff involved

(a) Resident who prepared and administered the insulin

•  The resident in question was inexperienced, having only six months of occupational experience and 
just one month of experience in the clinical department in question.

•  The resident had been training at the hospital in question since April, and had undergone training 
in the department of endocrinology and diabetes mellitus for a month, but s/he had mainly been 
providing guidance in relation to self-injecting.

•  The ward appeared busy, so the resident took the drugs and syringe that had been laid out, and told 
the nurse that s/he would prepare the mixture him/herself. 

•  The resident had never handled Humulin R and thought that if s/he administered all of the insulin in the 
vial that had been set out, this would make a total of four units. The resident’s own recollection of the event 
is vague, so it is unclear why s/he assumed that the whole vial of Humulin R would constitute four units.

(b) Senior physician (attending physician)

•  The senior physician was not on the ward and gave the order for glucose-insulin therapy to the 
resident by telephone.

•  As the senior physician, s/he did not have an adequate grasp of the resident’s knowledge and level of 
attainment in relation to the technique in question.

(c) Nurse

• The nurse was busy because another patient on the ward suffered a sudden change in condition.

•  As usual, the nurse placed one vial of Humulin R (opened), two 20mL ampoules of 50% glucose, 
an insulin syringe and a 50mL syringe on a tray, but the resident said that s/he would prepare the 
drugs him/herself, so the nurse handed the tray over. In doing so, s/he did not check the method used. 
Moreover, it is unclear whether the order details had been printed out and placed with the drugs.

•  When tidying up the tray that the resident had returned, the nurse noticed that the vial of Humulin R was 
empty and that the insulin syringe had not been used, but disposed of them without checking further.

(d) Pharmacist

•  There were few ward pharmacists at the hospital in question and their only role was to provide drug 
administration guidance to patients, so they were not involved in preparing drugs on the ward.

2) Organization

(a) Rules when preparing drugs

• On the ward in question, the nurses usually prepared drugs.

•  On the ward in question, the nurses carried out double-checks among themselves when preparing 
injection drugs.

(b) Education for residents

•  The clinical department did not have a mechanism for ascertaining each resident’s knowledge and 
level of attainment in relation to various techniques.

•  The current situation is that guidance for residents is left entirely in the hands of the supervising 
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physician in each clinical department in which the residents are on rotation, so it was difficult to 
ascertain the capability level of each resident when they rotated into the department.

• No guidance or education was provided to residents concerning vial preparations such as Humulin R.

3) Systems

•  In the hospital in question, the system was such that two people were supposed to carry out a double-
check when preparing narcotics and high-risk drugs (anticancer drugs, catecholamine, insulin, etc.)

•  On the ward in question, when nurses handle insulin, they carry out a double-check by showing the 
insulin syringe to another nurse once the amount of insulin specified in the order has been drawn up 
into it. However, this method had not been clearly documented.

•  On the ward in question, there was no system of physicians carrying out double-checks with nurses 
when preparing injection drugs.

•  In the hospital in question, the system was such that residents could singlehandedly prepare and 
administer drugs.

(4) Analysis of Events
With regard to high-risk drugs that have the potential to have a severe impact on a patient’s condition if 
administered incorrectly, such as insulin, many medical institutions formulate procedures or manuals that 
incorporate mechanisms for picking up mistakes at the implementation stage, by strengthening or adding extra 
layers of functions that use people or systems to prevent adverse events, in order to prevent active failures and 
failures due to latent conditions, as shown in the Swiss Cheese Model below.

Accordingly, the causes of this event have been analyzed with reference to the reported background and causal 
factors, and the defensive layers in relation to active failures and latent conditions as shown in the Swiss 
Cheese Model have been considered.

1)  Treatment system that enabled a resident to singlehandedly prepare and administer 
the high-risk drug insulin

(a) Handling of high-risk drugs by residents
In the hospital in question, the system was such that residents could singlehandedly prepare and administer 
drugs, including high-risk drugs. High-risk drugs such as insulin has the potential to have a severe impact 
on a patient’s condition, if administered incorrectly. Accordingly, in order to prevent active failures and 

HazardsHoles due to 
active failures

Holes due to 
latent conditions

Deep defensive 
layer

<Swiss Cheese Model>
In an ideal situation, the defensive layers are sound and there will be no possibility of the hazards breaking through them, but 
in reality, there are holes in the defensive layers, just like Swiss cheese. The condition required for an organizational accident 
to occur is for the holes in the defensive layers to become aligned by chance, as a result of which, potential hazards become 
actualized and cause harm.

Events leading up to the occurrence of the accident
The trajectory holes of the accident, which pass through the holes that have developed at the defensive layers, barriers and safety 
measures are created as a result of both active failures and latent conditions.



2. Individual Theme Review by the Expert Division

III 

- 409 -

failures due to latent conditions, as shown in the Swiss Cheese Model, one could conceivably clarify the 
drugs that must not be prescribed, prepared or administered singlehandedly, and handle them accordingly.

(b) Treatment system on holidays
One of the background and causal factors that enabled the resident involved to carry out every process 
from preparing to administering the preparation to be used for glucose-insulin therapy was cited to be 
the fact that the event in question occurred on a holiday; in other words, the operational system differed 
from that in place on weekdays. Accordingly, the senior physician (attending physician) who issued 
the order was not at work. In order to ensure that the defensive layers function in terms of blocking 
failures, one could conceivably establish a consultation system for times when the senior physician is 
not present, or stipulate items to be checked or methods to be used when senior physicians issue orders 
by telephone or when these orders are being checked.

(c) Grasp of each resident’s level of attainment in training
At the hospital in question, the guidance provided to residents was left entirely in the hands of the 
clinical department in which each resident was completing their rotation and there was no mechanism for 
evaluating and ascertaining their overall level of attainment, so it is likely that the senior physician issued 
the order for glucose-insulin therapy without having grasped the resident’s level of attainment in training. 
In order to ensure that the defensive layer functions in blocking failures, one could conceivably establish 
a hospital-wide education system for residents and a system for evaluating their level of achievement.

(d) Very busy ward
Moreover, as stated in “(3) Background and Causal Factors Behind the Event”, the resident decided to 
prepare the injection drug out of consideration for the nurse, who was busy because another patient on 
the ward suffered a sudden change in condition. In order to ensure that the defensive layer functions 
in blocking failures, one could conceivably stipulate procedures and a basic set of items to be checked 
when carrying out high-risk medical procedures in situations in which there is a shortage of staff, such 
as when a patient suffers a sudden change in condition, as well as establishing a system that eliminates 
singlehanded administration of drugs and ensures that meticulous attention is paid to all procedures.

2) Knowledge and experience of the resident concerning treatment using insulin
The resident had six months of professional experience, having begun training at the medical institution 
in question in April, and had been assigned to the department in question for just one month. Before 
being assigned to the department in which the event in question occurred, the resident had been assigned 
to the department of endocrinology and diabetes mellitus for a month, but s/he had received no guidance 
or education concerning the insulin preparation Humulin R. Moreover, s/he had no experience of having 
actually handled Humulin R. In order to ensure that the defensive layer functions in blocking failures, one 
could conceivably establish an education system for enhancing residents’ knowledge of high-risk drugs.

After this event occurred, as well as distributing a bulletin from the Medical Safety Management Division 
to all residents, in order to share information about this case, efforts are being made at the medical 
institution in question to provide residents with an explanation of the handling of Humulin R and low-
dose syringes, in particular, as well as ensuring that the correct method of carrying out double-checks 
in relation to drugs becomes common knowledge. Rather than teaching only the resident involved in 
this adverse event about insulin and related procedures within the department, it is vital for the medical 
institution in question to provide all residents with education about the handling and administration of 
high-risk drugs such as insulin, in particular, as an initiative implemented throughout the hospital as a 
whole, and to establish a mechanism for evaluating the subsequent implementation status. 

3) Assumption that one vial of insulin contains four units
There is a possibility that the resident assumed that the full amount of both the drugs laid out on the tray 
by the nurse was required in order to prepare the injection drug in accordance with the administration 
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order (Humulin R 4 units + 50% glucose 40mL), so did not have any misgivings because s/he did not 
even think about the reason why the insulin syringe had been laid out on the tray.

Furthermore, conceivable background and causal factors that could have given rise to the resident’s 
assumptions concerning the administration method and other details relating to a therapeutic drug of 
which the resident had little experience include (1) elements of the label on the insulin preparation vial 
giving rise to the assumption that the content of one vial was four units; and (2) past experience of 
having prepared another drug, such as an antibiotic, giving rise to the assumption that the content of 
one vial was four units.

However, the reported information is not sufficient in order to analyze the potential background and 
causal factors (1) and (2) in greater depth. The recollection of the parties involved becomes more vague 
as time passes, so it is necessary to collect and analyze information about the background and causal 
factors soon after the adverse event has occurred. At the same time, it is desirable to put all of this 
information in writing when reporting events.

Even if both (1) and (2) were factors, one could conceivably use education for new staff and training 
courses as opportunities to provide education concerning labels that require particular caution, in 
order to ensure that the defensive layers function in blocking failures.

4) Assumption by the nurse
The resident volunteered to prepare the “Humulin R 4 units + 50% glucose 40mL” him/herself, so the 
nurse who entrusted this to him/her did not check when handing over the tray or afterwards. More 
specifically, when tidying up the tray that the resident had returned after finishing preparing the drug, 
the nurse noticed that the vial of Humulin R was empty and that the insulin syringe had not been 
used, but did not check with the resident about this. In relation to this point, it is presumed that the 
nurse assumed that the resident would know how to handle insulin as a matter of course and that if the 
dedicated insulin syringe were set out on the same tray, the resident would understand that it had been 
laid out for the purpose of drawing up four units of insulin from the vial.

In terms of ensuring that the defensive layers function in blocking failures, even after the nurse had 
entrusted the preparation of the drug to the resident when the latter offered to prepare it, it is possible 
that that the overdose of insulin could have been detected earlier if a process for checking the drug 
preparation method had been put in place, providing an opportunity to raise any misgivings. It is 
important to make effective use of the case in question, not only in education for residents, but also 
when the opportunity is offered by education and training courses participated in by medical personnel 
in different occupations, such as physicians and nurses.

5) Checks carried out jointly by staff members in different occupations (i.e. physicians and nurses)
It was reported that, on the ward in question, double-checks carried out when preparing insulin only 
involved nurses. However, no methods or other details relating to checks by staff members in different 
occupations (i.e. physicians and nurses) had been established.

Thus, amid the current situation, in which there is a division of roles between physicians and nurses in 
terms of the medical procedures carried out in regard to patients, there are cases in which assumptions 
such as those seen in this case give rise to insufficient transmission of information between different 
occupations. In order to ensure that the defensive layer functions in blocking failures, one could 
conceivably establish a system that would enable check methods, such as double-checks, to be carried 
out irrespective of occupation type, as well as establishing systematic rules about who carries out 
checks, and when and how these are to be carried out.

(5) Improvement Measures at the Medical Institutions Where the Events Occurred
The improvement measures reported by the medical institutions where the events in question occurred are 
shown below, sorted by category.
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1) Ensuring that this case becomes common knowledge among residents

•  A bulletin from the Medical Safety Management Division has been distributed to all residents. 
Headed “Insulin Edition”, this bulletin provided an explanation concerning Humulin R and low-dose 
syringes, as well as detailing double-checks to be carried out in relation to drugs.

2) Systematic initiatives focused on education for residents

•  The department of endocrinology and diabetes mellitus now holds basic lectures for all residents, 
dealing with such subjects as diabetes control, including methods of using insulin.

•  In relation to the problem with the training system, the postgraduate clinical training center has 
been requested to consider such initiatives as handovers between clinical departments when residents 
rotate into a new department, as well as revising the content of training.

•  An evaluation form to be filled out when a resident completes a rotation has been drawn up and, 
in the event that a resident requires individual follow-up, s/he is handed over to the next rotation 
after clarifying whether this follow-up is required due to a problem with ability or a problem with 
communication.

•  A system of mentorship by a supervising physician (at lecturer level) in the department that the 
resident wishes to join in due course has been introduced, in order to ensure that there is follow-up 
of residents.

Moreover, the medical institution in question noted that it had previously used Humulin R vials for self-
injection by patients, but these days the vials are almost always used by medical personnel. Accordingly, it has 
asked whether it would be possible to have insulin products manufactured in quantities of around 2mL, rather 
than 10mL (1,000 units), as this might assist in preventing the administration of large quantities of insulin, as 
well as reducing the number of times that needles are inserted into vials.

(6) Conclusion
As well as providing an introduction to a case in which a resident singlehandedly administered glucose-
insulin therapy after making a mistake in relation to the insulin unit, the 28th Quarterly Report analyzed 
such aspects of the event as the treatment system in which a resident was able to singlehandedly prepare and 
administer the high-risk drug insulin, the resident’s knowledge and experience of treatment using insulin, and 
the assumption that one vial of insulin constituted four units. In addition, with reference to the Swiss Cheese 
Model, it mentioned the necessity of developing defensive layers to prevent failures in the preparation of high-
risk drugs.

Rather than dealing with the education of residents solely within individual clinical departments, it was 
suggested that it is necessary for an organization such as the postgraduate clinical training center to become 
involved; in other words, for the hospital to implement initiatives as a single organization, as stated in the 
improvement measures reported by the medical institution in question. Moreover, in relation to organizational 
systems, it was suggested that it is necessary to implement organization-wide initiatives such as making 
communication between different occupations smoother, in order to strengthen defensive layers that depend 
on people and implement double-checks that cut across occupations.

(7) References
1.  Reason, James. Soshiki Jiko (Organizational Accidents). Translation supervised by Shiomi, Hiromu. JUSE 

Press. 1999.



III

III Current Analysis of Medical Near-miss/Adverse Event Information

- 412 -

3. Recurrence of Events and the Occurrence of Similar Events
In this project, information about medical adverse events and medical near-miss events has been collected, 
with information about both kinds of event being comprehensively examined and analyzed together in relation 
to individual themes; in addition, as well as information about individual themes, information that should 
be shared with a wider audience has been taken up and published in the form of “Medical Adverse Event 
Information to Be Shared” and “Medical Safety Information.”

This chapter summarizes the status of the recurrence of events and occurrence of similar events in relation to 
individual themes and matters taken up as “Medical Adverse Event Information to Be Shared” or “Medical 
Safety Information.”

[1] Summary
(1) 25th Quarterly Report (period under analysis: January - March 2011)
In the 25th Quarterly Report, in regard to the Medical Safety Information provided up to that point, 30 events 
in 17 categories of similar event were reported in the period under analysis (January - March 2011). Of these, 
there were multiple reports of similar events in regard to “Drug mix-up” (3 events), “Administration of allergic 
drug to patient with previous known allergy history” (3 events), “Extravascular leakage of gabexate mesilate” 
(3 events), “Transfusion leakage in pediatric patients” (2 events), “Magnetic material (e.g. metal products) taken 
in the MRI room” (2 events), “Tubing (catheter/drain) misconnections” (2 events), “Wrong prescription related 
to chemotherapy protocol” (2 events), “Insufficient confirmation of medicines brought in at hospitalization” 
(2 events), “Reception error of patient’s ECG waveform in central monitoring system” (2 events), and “Burn 
caused by a bed-bath towel” (2 events).

Moreover, in regard to topics raised in Medical Adverse Event Information to Be Shared bulletins up to this 
point, 37 events in 17 categories of similar event were reported in the period under analysis. Of these, there 
were multiple reports of similar events in regard to “Burns (excluding burns sustained during nursing care)” 
(5 events), “Events related to beds and other objects used in patient care” (4 events), “Facility management” 
(4 events), “Gauze left within the patient’s body” (4 events), “Events relating to intraocular lenses” (4 events), 
“Burns sustained during nursing care” (2 events), “Left-right mix-up” (2 events), “Drugs administered by the 
incorrect route” (2 events), and “Events relating to the transfer of a patient from one bed to another” (2 events). 

Lastly, in regard to topics raised in Individual Theme Review by the Expert Division bulletins up to this point, 9 
events in 6 categories of similar event were reported in the period under analysis. Of these, there were multiple 
reports of similar events in regard to “Subcutaneous ports and catheter rupture” (3 events) and “Events related 
to the mistaken ingestion of the press through package when taking oral medication” (2 events).

Of the similar events that occurred during the period under analysis in the 25th Quarterly Report, “Drug mix-
up,” “Blood transfusion to wrong patient,” “Extravascular leakage of gabexate mesilate,” and “Burn caused by 
a bed-bath towel,” which were taken up in Medical Safety Information, were introduced in detail.

(2) 26th Quarterly Report (period under analysis: April - June 2011)
In the 26th Quarterly Report, in regard to the Medical Safety Information provided up to that point, 31 events 
in 18 categories of similar event were reported in the period under analysis (April - June 2011). Of these, 
there were multiple reports of similar events in regard to “Tubing (catheter/drain) misconnections” (3 events), 
“Insufficient confirmation of medicines brought in at hospitalization” (3 events), “Mix-up of the tooth extraction 
site” (3 events), “Drug mix-up” (2 events), “Transfusion leakage in pediatric patients” (2 events), “Magnetic 
material (e.g. metal products) taken in the MRI room” (2 events), “Use of unsterile medical supplies” (2 
events), “Wrong dosage of drug due to incomplete verbal instruction” (2 events), “Administration of allergic 
drug to patient with previous known allergy history” (2 events), and “Accidental removal of the endotracheal/
tracheostomy tube when changing positions” (2 events).
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Moreover, in regard to topics raised in Medical Adverse Event Information to Be Shared bulletins up to this 
point, 34 events in 12 categories of similar event were reported in the period under analysis. Of these, there 
were multiple reports of similar events in regard to “Burns (excluding burns sustained during nursing care)” 
(6 events), “Wrong-site treatment in dental consultations” (5 events), “Gauze left within the patient’s body” (4 
events), “Facility management” (4 events), “Burns sustained during nursing care” (3 events), “Events relating 
to the transfer of a patient from one bed to another” (3 events), “Events related to closure or disconnection of 
a three-way tap” (3 events), and “Events relating to allergies” (2 events). 

Lastly, in regard to topics raised in Individual Theme Review by the Expert Division bulletins up to this 
point, 6 events in 4 categories of similar event were reported in the period under analysis. Of these, there were 
multiple reports of similar events in regard to “Infarction and hemorrhage occurred in patients treated with 
Warfarin Potassium for the management of blood coagulability” (3 events).

Of the similar events that occurred during the period under analysis in the 26th Quarterly Report, “Confusion 
between total product amount and content of active ingredient,” “Magnetic material (e.g. metal products) taken 
in the MRI room,” and “Events relating to bed side rails and handles,” which were taken up in Medical Safety 
Information, were introduced in detail.

(3) 27th Quarterly Report (period under analysis: July - September 2011)
In the 27th Quarterly Report, in regard to the Medical Safety Information provided up to that point, 30 events 
in 18 categories of similar event were reported in the period under analysis (July - September 2011). Of these, 
there were multiple reports of similar events in regard to “Wrong site surgery (right/left)” (4 events), “Mix-up 
of the tooth extraction site” (4 events), “Transfusion leakage in pediatric patients” (3 events), “Subcutaneous 
ports and catheter rupture” (3 events), “Wrong dosage of drug due to incomplete verbal instruction” (2 events), 
and “Accidental ingestion of PTP sheets” (2 events).

Moreover, in regard to topics raised in Medical Adverse Event Information to Be Shared bulletins up to this 
point, 84 events in 23 categories of similar event were reported in the period under analysis. Of these, there 
were multiple reports of similar events in regard to “Events relating to bed side rails and handles” (19 events), 
“Left-right mix-up” (8 events), “Burns (excluding burns sustained during nursing care)” (7 events), “Events 
related to beds and other objects used in patient care” (7 events), “Wrong-site treatment in dental consultations” 
(5 events), “Events caused by mistakes in the verbal transmission of information” (4 events), “Gauze left within 
the patient’s body” (4 events), “Burns sustained during nursing care” (3 events), “Facility management” (3 
events), “Drugs administered by the incorrect route” (3 events), “Events relating to the transfer of a patient 
from one bed to another” (3 events), “Events relating to allergies” (3 events), “Events in which the patient 
questioned something but the procedure continued without alteration” (2 events), “Administration of allergic 
drug to patient with previous known allergy history” (2 events), “Events relating to test specimens” (3 events), 
and “Events relating to intraocular lenses” (2 events). 

Lastly, in regard to topics raised in Individual Theme Review by the Expert Division bulletins up to this point, 
4 events in 2 themes of similar event were reported in the period under analysis. Of these, there were multiple 
reports of similar events in regard to “Infarction and hemorrhage occurred in patients treated with Warfarin 
Potassium for the management of blood coagulability” (3 events).

Of the similar events that occurred during the period under analysis in the 27th Quarterly Report, “Surgical 
fire due to the flammable by electrocautery,” which was taken up in Medical Safety Information, and “Facility 
management” and “Events relating to intraocular lenses,” which were taken up in a Medical Adverse Event 
Information to Be Shared bulletin, were introduced in detail.
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(4) 28th Quarterly Report (period under analysis: October - December 2011)
In the 28th Quarterly Report, in regard to the Medical Safety Information provided up to that point, 26 events 
in 14 categories of similar event were reported in the period under analysis (October - December 2011). 
Of these, there were multiple reports of similar events in regard to “Accidental ingestion of PTP sheets” (6 
events), “Confusion between total product amount and content of active ingredient” (3 events), “Insufficient 
confirmation of medicines brought in at hospitalization” (2 events), “Failure to transmit an alteration of 
instruction” (2 events), “Blood transfusion to wrong patient” (2 events), “Transfusion leakage in pediatric 
patients” (2 events), and “Misconception of insulin content” (2 events).

Moreover, in regard to topics raised in Medical Adverse Event Information to Be Shared bulletins up to this 
point, 41 events in 15 categories of similar event were reported in the period under analysis. Of these, there 
were multiple reports of similar events in regard to “Gauze left within the patient’s body” (7 events), “Events 
relating to bed side rails and handles” (5 events), “Facility management” (4 events), “Burns (excluding burns 
sustained during nursing care)” (4 events), “Burns sustained during nursing care” (4 events), “Events related 
to beds and other objects used in patient care” (4 events), “Events relating to allergies” (2 events), “Events 
relating to intraocular lenses” (2 events), “Events relating to test specimens” (2 events), and “Events relating to 
the transfer of a patient from one bed to another” (2 events). 

Lastly, in regard to topics raised in Individual Theme Review by the Expert Division bulletins up to this point, 
8 events in 5 themes of similar event were reported in the period under analysis. Of these, there were multiple 
reports of similar events in regard to “Infarction and hemorrhage occurred in patients treated with Warfarin 
Potassium for the management of blood coagulability” (3 events) and “Errors in the quantity of powdered 
drugs” (2 events).

Of the similar events that occurred during the period under analysis in the 28th Quarterly Report, “Burn 
during assisted bathing,” “Failure to release “standby” mode when resuming ventilation,” and “Accidental 
ingestion of PTP sheets,” which were taken up in Medical Safety Information, were introduced in detail.

The number of reports of similar events taken up in Medical Safety Information, Medical Adverse Event 
Information to Be Shared and Individual Theme Review by the Expert Division bulletins is shown in Fig. III-
3-1.
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3. Recurrence of Events and the Occurrence of Similar Events

Fig. III-3-1    Recurring and Similar Events Reported Between January and December 2011

Summary
Number of events

Source
25th 26th 27th 28th

Misconception of insulin content 0 0 1 2 Medical Safety Information No.1 (December 2006)

Drug mix-up 3 2 1 0 Medical Safety Information No.4 (March 2007)

Burn during assisted bathing 1 1 1 1 Medical Safety Information No.5 (April 2007)

Transfusion leakage in pediatric patients 2 2 3 2 Medical Safety Information No.7 (June 2007)
Wrong site surgery (right/left)
Wrong site surgery (right/left) (2nd Follow-up Report) 0 0 4 0 Medical Safety Information No.8 (July 2007)

Medical Safety Information No.50 (August 2011)
Confusion between total product amount and content of 
active ingredient 0 1 0 3 Medical Safety Information No.9 (August 2007)

Magnetic material (e.g. metal products) taken in the 
MRI room 2 2 1 1 Medical Safety Information No.10 (September 2007)

Blood transfusion to wrong patient 1 0 0 2 Medical Safety Information No.11 (October 2007)

Failure to check of infusion pump flow 0 0 1 0 Medical Safety Information No.13 (December 2007)

Tubing (catheter/drain) misconnections 2 3 0 0 Medical Safety Information No.14 (January 2008)

Wrong pick-up of syringe containing drug 2 1 0 0 Medical Safety Information No.15  (February 2008)

Burn during use of a hot water bottle 0 1 0 0 Medical Safety Information No.17 (April 2008)

Use of unsterile medical supplies 0 2 0 1 Medical Safety Information No.19 (June 2008)

Failure to transmit an alteration of instruction 1 0 1 2 Medical Safety Information No.20   (July 2008)

Wrong prescription related to chemotherapy protocol 1 0 1 0 Medical Safety Information No.22 (September 2008)
Wrong input of units on computerized prescription 
order entry system 1 1 0 0 Medical Safety Information No.23 (October 2008)

Tubing misconnection of ventilator circuit 0 0 1 0 Medical Safety Information No.24  (November 2008)

Wrong dosage of drug due to incomplete verbal instruction 0 2 2 0 Medical Safety Information No.27  (February 2009)
Administration of 10 times proper dosage to pediatric 
patients 1 1 0 0 Medical Safety Information No.29 (April 2009)

Administration of allergic drug to patient with previous 
known allergy history 3 2 0 0 Medical Safety Information No.30  (May 2009)

Extravascular leakage of gabexate mesilate 3 1 1 0 Medical Safety Information No.33 (August 2009)

Surgical fire due to the flammable by electrocautery 0 0 1 0 Medical Safety Information No.34 (September 2009)
Failure to release “standby” mode when resuming 
ventilation 0 0 0 1 Medical Safety Information No.37  (December 2009)

Insufficient confirmation of medicines brought in at 
hospitalization 2 3 1 2 Medical Safety Information No.39  (February 2010)

Reception error of patient's ECG waveform in central 
monitoring system 2 0 0 0 Medical Safety Information No.42  (May 2010)

Burn caused by a bed-bath towel 2 0 0 1 Medical Safety Information No.46 (September 2010)

Mix-up of the tooth extraction site 0 3 4 0 Medical Safety Information No.47 (October 2010)

Failure to check oxygen remaining 1 0 0 0 Medical Safety Information No.48  (November 2010)
Insufficient knowledge of the administration status for 
warfarin potassium and blood coagulability 0 1 0 1 Medical Safety Information No.51  (February 2011)

Accidental removal of the endotracheal/tracheostomy 
tube when changing positions - 2 1 0 Medical Safety Information No.54  (May 2011)

Accidental ingestion of PTP sheets - - 2 6 Medical Safety Information No.57 (August 2011)

Rupture of the subcutaneous port and catheter - - 3 0 Medical Safety Information No.58 (September 2011)

Burns Due to Incorrect Handling of an Electrosurgical Pencil - - - 1 Medical Safety Information No.59 (October 2011)
Events resulting in rectal perforation associated with 
glycerin enema 1 0 0 0 Medical Adverse Event Information to Be Shared 

(3rd Quarterly Report)

Burns sustained during nursing care 5 3 3 4 Medical Adverse Event Information to Be Shared 
(5th Quarterly Report)

Events involving mistaken administration of a drug 
intended for another patient when administering a drug 
on which the patient's name was not written

0 0 1 0 Medical Adverse Event Information to Be Shared 
(7th Quarterly Report)

Left-right mix-up 2 0 8 0 Medical Adverse Event Information to Be Shared 
(8th Quarterly Report)

Drug mix-ups caused by similar drug appearance 1 0 1 1 Medical Adverse Event Information to Be Shared 
(9th Quarterly Report)

* Events reported in Medical Adverse Event Information to Be Shared or Individual Theme Review by the Expert Division bulletins may in some cases be duplicated 
in events reported in Medical Safety Information.
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Summary
Number of events

Source
25th 26th 27th 28th

Events involving patient mix-up when performing a 
blood transfusion 0 0 1 0 Medical Adverse Event Information to Be Shared 

(9th Quarterly Report)

Burns (excluding burns sustained during nursing care) 5 6 7 4 Medical Adverse Event Information to Be Shared 
(9th Quarterly Report)

Double dose of drug in pediatric patients 0 0 1 0 Medical Adverse Event Information to Be Shared 
(10th Quarterly Report)

Miscommunication in conveyance of information via 
telephone 0 0 1 0 Medical Adverse Event Information to Be Shared 

(10th Quarterly Report)

The use of unsterilized medical supplies and equipment 1 0 0 0 Medical Adverse Event Information to Be Shared 
(11th Quarterly Report)

Events related to closure or disconnection of a three-
way tap 0 3 1 0 Medical Adverse Event Information to Be Shared 

(11th Quarterly Report)
Events related to beds and other objects used in patient 
care 4 0 7 4 Medical Adverse Event Information to Be Shared 

(11th Quarterly Report)

Facility management 4 4 3 4 Medical Adverse Event Information to Be Shared 
(11th Quarterly Report)

The administration of anti-tumor drugs for 
chemotherapy during non-administration days 0 1 0 0 Medical Adverse Event Information to Be Shared 

(11th Quarterly Report)

Drugs administered by the incorrect route 2 0 3 0 Medical Adverse Event Information to Be Shared 
(12th Quarterly Report)

Events in which the patient questioned something but 
the procedure continued without alteration 0 0 2 0 Medical Adverse Event Information to Be Shared 

(12th Quarterly Report)
Events involving administration of allergic drug to 
patient with previous known allergy history 0 0 2 0 Medical Adverse Event Information to Be Shared 

(12th Quarterly Report)
Events involving the inappropriate use of tubes when 
providing oxygen inhalation therapy 0 0 1 0 Medical Adverse Event Information to Be Shared 

(13th Quarterly Report)
Events involving patient misidentification due to 
inadequate verbal confirmation of the patient's name 0 0 0 1 Medical Adverse Event Information to Be Shared 

(13th Quarterly Report)
Events relating to the transfer of a patient from one bed 
to another 2 3 3 2 Medical Adverse Event Information to Be Shared 

(13th Quarterly Report)

Events relating to bed side rails and handles 1 1 19 5 Medical Adverse Event Information to Be Shared 
(13th Quarterly Report)

Events caused by mistakes in the verbal transmission of 
information 1 0 4 0 Medical Adverse Event Information to Be Shared 

(13th Quarterly Report)

Gauze left within the body 4 4 4 7 Medical Adverse Event Information to Be Shared 
(14th Quarterly Report)

Events related to drug expiry dates 0 0 0 1 Medical Adverse Event Information to Be Shared 
(14th Quarterly Report)

Events relating to test specimens 1 1 2 2 Medical Adverse Event Information to Be Shared 
(15th Quarterly Report)

Events relating to intraocular lenses 4 0 2 2 Medical Adverse Event Information to Be Shared 
(15th Quarterly Report)

Wrong-site treatment in dental consultations 1 5 5 0 Medical Adverse Event Information to Be Shared 
(15th Quarterly Report)

Events relating to allergies 1 2 3 2 Medical Adverse Event Information to Be Shared 
(15th Quarterly Report)

Incorrect doses of a drug used in dilution 0 0 0 1 Medical Adverse Event Information to Be Shared 
(16th Quarterly Report)

Contraindicated combined administration of drugs 0 1 0 0 Medical Adverse Event Information to Be Shared 
(16th Quarterly Report)

Events related to assisted reproductive technology 0 0 0 1 Medical Adverse Event Information to Be Shared 
(19th Quarterly Report)

Infarction and hemorrhage occurred in patients treated 
with Warfarin Potassium for the management of blood 
coagulability

1 3 3 3 Medical Adverse Event Information to Be Shared 
(20th Quarterly Report)

Subcutaneous ports and catheter rupture 3 0 3 0 Medical Adverse Event Information to Be Shared 
(21st Quarterly Report)

Medical Adverse Events Related to the Subdivision of 
Blood for Transfusion into Syringes 1 0 0 0 Medical Adverse Event Information to Be Shared 

(21st Quarterly Report)
Burns from high-frequency electric current loops 
during MRI examination 1 1 0 0 Medical Adverse Event Information to Be Shared 

(22nd Quarterly Report)
Events related to the mistaken ingestion of the press 
through package when taking oral medication 2 0 2 6 Medical Adverse Event Information to Be Shared 

(23rd Quarterly Report)
Medical Adverse Events Related to the Management of 
Immunization Vaccines 1 1 0 0 Medical Adverse Event Information to Be Shared 

(23rd Quarterly Report)

Errors in the Quantity of Powdered Drugs 0 1 0 2 Medical Adverse Event Information to Be Shared 
(24th Quarterly Report)

Events involving errors in drug orders during admission 
to the Intensive Care Unit (ICU) - 0 0 1 Medical Adverse Event Information to Be Shared 

(25th Quarterly Report)
Events involving failure to communicate the content of the 
diagnostic imaging report - - 1 1 Medical Adverse Event Information to Be Shared 

(26th Quarterly Report)
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3. Recurrence of Events and the Occurrence of Similar Events

[2] Drug Mix-up (Medical Safety Information No.4)
(1) Details of Event
“Drug mix-up” resulting from drugs with similar names (7 events published in Medical Safety Information; 
collection period: October 2004 - December 2006) was taken up in Medical Safety Information No.4 (issued 
in March 2007). Furthermore, in light of the fact that relevant events were reported during the period under 
analysis, a summary of the situation regarding recurrence and the occurrence of similar events was provided 
in the 21st Quarterly Report (2010 Annual Report p.312-314). In addition, as 3 similar events were reported 
during the period under analysis in the 25th Quarterly Report (January - March 2011), it was decided to 
highlight the issue again.

There were 3 reported events relating to drug mix-up resulting from drugs with similar names in 2005, 4 in 
2006, 4 in 2007, 3 in 2008, 3 in 2009, and 1 in 2010. (Fig. III-3-2).

Fig. III-3-2 Number of Reports Involving Drug Mix-up

January to March 
(Number of events)

April to June 
(Number of events)

July to September 
(Number of events)

October to 
December (Number 

of events)
Total  

(Number of events)

2004 0 0
2005 1 1 0 1 3
2006 1 2 1 0 4
2007 2 1 0 1 4
2008 0 0 0 3 3
2009 2 1 0 0 3
2010 1 0 0 0 1
2011 3 - - - 3

Fig. III-3-3 Drug Mix-up (Medical Safety Information No.4)

Drug mix-up
Seven cases of drug mix-up due to similarity in drug names were reported. 
(information collection period, from October 1, 2004 to December 31, 2006; the 
information is partly included in "Medical Adverse Event Information to Be 
Shared" in the 3rd Quarterly Report)

◆ In addition to above cases, 2006 Annual Report P148-149 of this project listed other major
drugs with similar names which are assumed to be the cause of medical near-miss event. 

Drugs which should
have been administered  Drugs mixed-up

Almarl

Allelock tablets

Cefmetazon for intravenous injection

Taxol injection 

Taxotere 

Funguard for infusion 

Lactec D injection 

Amaryl

Arelix tablets

 Sefmazon for injection

Taxotere

Taxol injection

 Fungizone for injection

Lactec injection 

Mix-up due to similarity 
 in drug names have been reported. 

No.4, March 2007

Medical Safety Information, Project to Collect Medical Near-Miss/Adverse Event Information; No.4, March 2007

Japan Council for Quality Health Care

Medical Safety
Information

Project to Collect Medical Near-Miss/
Adverse Event Information

At the ward in question, the original template form of instruction sheet for 
chemotherapy prescriptions was installed in PC. "Taxol 200mg + Paraplatin 
400mg" were scheduled to be administered to the patient, however, wrong 
instruction  "Taxotere 200mg + Paraplatin 400mg" made through the unaware 
output of incorrect instruction sheet on which "Taxotere" and "Paraplatin" 
were printed was implemented to the patient.

Case 1

The antibiotic "Cefmetazon" was prescribed. The pharmacist erroneously 
dispensed "Sefmazon" and the auditing pharmacist also did not noticed the 
error. "Sefmazon" was delivered to the ward. The nurse at the ward confirmed 
both of the injection instrunction sheet and the prescribed drugs, but believed 
that "Sefmazon" was "Cefmetazon" and dripped wrong infusion for the patient.

Case 2

Drug mix-up

No.4, March 2007Medical Safety
Information

Project to Collect Medical Near-Miss/
Adverse Event Information

Project to Collect Medical Near-Miss/
Adverse Event Information

Division of Adverse Event Prevention
Japan Council for Quality Health Care
1-4-17 Misakicho, Chiyoda-ku, Tokyo 101-0061 JAPAN
Direct Tel:+81-3-5217-0252  Direct Fax:+81-3-5217-0253
http://www.jcqhc.or.jp/html/index.htm

* As part of the Project to Collect Medical Near-Miss/Adverse Event Information (a Ministry of Health, Labour and Welfare 
grant project), this medical safety information was prepared based on the cases collected in the Project as well as on 
opinions of “Comprehensive Evaluation Panel” to prevent occurrence and recurrence of medical adverse events. See 
quarterly reports and annual reports posted on the Japan Council for Quality Health Care website for details of the Project.
http://www.med-safe.jp/

* Accuracy of information was ensured at the time of preparation but can not be guaranteed in the future.
* This information is neither for limiting the discretion of healthcare providers nor for imposing certain obligations or 

responsibilities on them.
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(2) Summary of Event
The summary of the events reported during the period under analysis in the 25th Quarterly Report is shown 
below.

Case 1
[Details]
Intending to prescribe an antihypertensive drug (Almarl) to an outpatient for the first time, the physician prescribed 
an anti-diabetic drug (Amaryl) instead. On a return visit, the patient complained of dizziness after taking the drug, 
so the physician checked the prescription and found that Amaryl tablets had been prescribed.

[Background and causal factors]
“Prescribe Almarl” was written on the record, but Amaryl was selected when entering it into the computer. The input 
screen displays a warning about Amaryl (anti-diabetic drug). As a renal endocrinologist, the physician had adequate 
knowledge concerning both drugs, but s/he failed to check adequately.

Case 2
[Details]
Identification of the drug name and efficacy was carried out in the DI room at the pharmacy, in regard to the Aideito 
tablets brought in by the patient at hospitalization. In doing so, instead of “Aideito tablets (drug to treat hyperuricemia)”, 
the pharmacist wrote “Aideito tablets (beta-blocker)”. This is believed to have been because, when using the Jiho 
Drug Information Share System (J-DISS) to search for the efficacy when identifying the Aideito tablets, the entry 
“Aideitorol tablets (beta-blocker)” was displayed above Aideito tablets.

The drug identification report was sent up to the ward, but the pharmacist noticed his/her mistake before the physician 
issued a prescription with reference to the report, so no inappropriate prescription was issued.

[Background and causal factors]
The first five characters of the names Aideito and Aideitorol are the same in Japanese and both drugs are manufactured 
by the same pharmaceutical company, so it was not possible to distinguish between them when entering “Aideito” 
into J-DISS. Aideito tablets are not in the drug formulary at the hospital in question, so the mistake was not noticed. 
There had been an increase in generic drugs, and there were also multiple drugs with similar names.
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Case 3
[Details]
The patient had liver failure. At 20:30, the physician gave an additional order for Aminoleban 200mL + 50% glucose 
solution 20mL. The physician handed the injection order form to Nurse A, who telephoned the pharmaceutical 
department and then went to get the medication. In the pharmaceutical department, the out-of-hours prescription 
for the patient in question was entered into the system and the itemized dispensing records (copies for the ward and 
the pharmaceutical department) and the injection prescription were printed out. During this time, the pharmacist 
was dealing with inquiries and dispensing injections requested by other departments. Subsequently, still feeling 
rushed, s/he read the injection prescription that had been printed for the patient concerned, mistook Aminoleban for 
the similarly-named Amigrand, and took the latter from the place where it was stored. Furthermore, when affixing 
the label to the 20mL ampoule of Otsuka Glucose Injection 50% that had been prepared using the ampoule picker, 
the pharmacist was preoccupied by wondering about the fact that s/he had to add only a small quantity (20mL) of 
glucose solution to parenteral nutrition. Accordingly, although s/he should have checked the Amigrand label against 
the actual drug, s/he placed it in the box for delivery without adequately comparing the label with the drug.

The pharmacist said to Nurse A “It’s Aminoleban, isn’t it?” and the nurse replied “Yes” before looking at the injection 
label, placing the drug in the box for delivery and returning to the ward. The nurse checked the order docket against 
the Otsuka Glucose Injection 50% 20mL and mixed the drug as required. In doing so, Nurse A did not carry out a 
double-check.

At 21:10, the nurse visited the patient’s hospital room and set the infusion pump to a flow rate of 40mL/h and a total 
quantity of 220mL, then began the continuous infusion via the side duct.

Nurse A checked the infusion flow rate and total quantity at 22:00, 23:00 and 00:00, when making his/her rounds.

At 02:00, having received the handover from Nurse A, Night Nurse B went to the patient’s hospital room, as s/he 
thought that the patient’s infusion would be finishing. The flow rate of the infusion pump was 40mL and the pump 
showed the volume remaining as 187mL, but there was a considerable amount of fluid left in the main unit and the 
nurse noticed that it was Amigrand 500mL.

[Background and causal factors]
The pharmacist was busy with multiple tasks, so dispensed the wrong drug due to his/her erroneous assumption.

The nurse who accepted the drug did not double-check it.

(3) Improvement Measures Taken at the Medical Institution in which the Event 
Occurred

The following improvement measures have been reported at the medical institution where the event occurred.

1) Preventing system-related mistakes

(i)   As the errors involved drugs with similar names, the system will be changed so that the efficacy 
is stated alongside the name when noting the prescription names of drugs that have given rise 
to mistakes, thereby preventing mix-ups due to similar names and erroneous assumptions. (E.g. 
Aminoleban (for liver failure))

2) Thorough checks

(i)  Thorough prescription checks will be carried out in regard to drugs with similar names.

(ii)   Even when busy with multiple tasks, staff members will calmly read the prescription, ensure 
that they compare the prescription with the drug without fail, and make safety the priority when 
dispensing drugs.

(iii)   At times when the pharmaceutical department is staffed by only one person, when delivering 
drugs, double-checks should be carried out with another medical professional, as far as possible.
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(iv)   In relation to drugs that are not usually used or which are being used for the first time, staff 
members will ensure that they ascertain the action of those drugs and double-check the usage and 
dosage without fail before using them on patients.

3) Sharing information and providing education about events

(i)  In-house safety information will be disseminated.

4) Environmental improvements

(i)   An environment will be created in which more experienced nurses actively approach new 
employees to carry out double-checks and in which those new employees can feel at ease in 
requesting such checks.

(4) Drugs Involved in Mix-ups
The following shows the drug which should have been administered and the drug mixed up in the events 
reported during the period under analysis in the 25th Quarterly Report, as well as the classification of their 
respective efficacies. Some of the medical institutions in question have expressed the opinion that they would 
like the names of drugs on the NHI price listing to be revised, so one can see that medical institutions are 
currently struggling to deal with the increasing diversity in the names of drugs.

Fig. III-3-4
Drug which should have been administered Drug mixed up

(efficacy classification)  (efficacy classification)

Case 1
Almar Amaryl

 (drug for treating hypertension, angina, arrhythmia and 
essential tremor)  (sulfonylurea oral hypoglycemic agent)

Case 2
Aideito tablets Aideitorol tablets Aideitorol tablets

 (drug to treat hyperuricemia)  (Beta-blocker)

Case 3
Aminoleban Amigrand

 (amino acid injection to treat hepatic encephalopathy)  (general electrolyte containing amino acids and vitamin B1)

(5) Concerning “Pharmaceutical Near-miss Event Related to Similar Drug Names” in 
the Project to Collect and Analyze Pharmaceutical Near-Miss Event Information

In October 2010, the 2009 Annual Report for the Project to Collect and Analyze Pharmaceutical Near-Miss 
Event Information, which this division administers, was published. As well as figures from the Half-year 
Reports, the Annual Report includes analyses of specific themes, one of which is entitled “Pharmaceutical near-
miss event related to similar drug names”. Events reported as involving drug mix-ups have been summarized 
in the form of a table, in which the drugs are classified as either 1) drugs with brand names that share the 
same first two characters, or 2) drugs with brand names that share the same first three characters, and these 
are displayed alongside the efficacy of each drug in an easily-comprehensible manner. Moreover, a separate 
Pharmaceutical Near-miss Information Analysis Table entitled “Drug Mix-up Due to Similar Names” was 
compiled, containing a smaller volume of information and presented in the form of a design that could easily 
be used in pharmacies, thereby assisting in reminding pharmacy staff to be alert to this issue.
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(6) Conclusion
Medical Safety Information No.4 “Drug mix-up” was issued in March 2007, but drug mix-up events resulting 
from confusion between similar drug names have continued to be reported since then. Moreover, the 21st 
Quarterly Report stated that one of the initiatives implemented by the medical institutions in question was 
the strengthening of check functions between the various medical occupations, but as similar events have 
continued to be reported since then, further examples of events and improvements have been introduced. 
In addition, an introduction has been provided concerning the outcomes relating to drug mix-ups due to 
similar names that have emerged from the Project to Collect and Analyze Pharmaceutical Near-Miss Event 
Information, a project implemented in collaboration with this project.

It is necessary for medical institutions to pay greater attention to ensuring safe drug administration, and it is 
hoped that the pharmaceutical industry will also make improvements, such as devising easily-comprehensible 
brand names that do not give rise to assumptions, as well as spelling names in an appropriate manner.

In the future, as well as continuing to provide warnings, this division will focus its attention on trends in the 
occurrence of similar events.
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[3]  Blood Transfusion to Wrong Patient (Medical Safety Information 
No.11)

(1) Details of Event
“Blood transfusion to wrong patient” was taken up in Medical Safety Information No.11 (issued in October 
2007), which highlighted events in which the preparation to be used was ultimately not checked against the 
patient when connecting the blood product for transfusion (6 events published in Medical Safety Information; 
collection period: October 2004 - June 2007). There was 1 reported event involving blood transfusion to the 
wrong patient in 2005, 3 in 2006, 2 in 2007, 1 in 2008, 2 in 2009, and 2 in 2010. Moreover, 1 event was reported 
in the period under analysis in the 25th Quarterly Report (January - March 2011) (Fig. III-3-5).

Fig. III-3-5 Number of Reports Involving Blood Transfusion to Wrong Patient

January to March
(Number of events)

April to June
(Number of events)

July to September
(Number of events)

October to 
December

(Number of events)
Total

(Number of events)

2004 0 0
2005 0 1 0 0 1
2006 1 1 0 1 3
2007 2 0 0 0 2
2008 0 1 0 0 1
2009 0 1 0 1 2
2010 0 2 0 0 2
2011 1 - - - 1

Fig. III-3-6 Blood Transfusion to Wrong Patient (Medical Safety Information No.11)

There have been eight reports of blood transfusions to wrong patients. (information 
collection period, from October 1, 2004 to June 30, 2007; the information is partly 
included in "Medical Adverse Event Information to Be Shared" in the 9th Quarterly 
Report).

Blood transfusion to wrong patient

◆ In five out of six reported cases, the blood product used for transfusion was checked with 
the transfusion sheet or medical chart, etc. at the nurse’s station, but the blood product was 
not checked against the patient.

He is patient A Type O
No. XXX-XXXX… He must be 
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 check…

Nurse’s station Patient B’s bedside

Patient A’s 
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No. 11, October 2007

Six of the cases reported were cases in which 
the blood product to be used on the patient 
was not finally checked when connecting 
blood product for transfusion use.

Medical Safety Information, Project to Collect Medical Near-Miss/Adverse Event Information; No. 11, October 2007

Japan Council for Quality Health Care

Medical Safety
Information

Project to Collect Medical Near-Miss/
Adverse Event Information

The physician ordered a blood transfusion to be given to Patient A. The nurse performed 
a check of the blood product for transfusion use against the patient’s name and blood 
type on the card at the nurse’s station with another nurse. The nurse then went to the 
bedside of Patient B and connected the blood product without checking if the patient 
was Patient A. Two hours later, the physician went to the bedside of Patient B and found 
unordered blood product was connected.

Case 1

The physician was called away for another patient’s treatment while preparing the blood 
product for transfusion to 2 patients - Patient C and Patient D. Thirty minutes later, the 
physician moved to perform the transfusion to Patient C, placed blood product for 
transfusion to Patient D in the tray, went to Patient C’s room and connected the blood 
product for transfusion without checking if it was for Patient C. Later, the physician 
noticed that he had connected Patient D’s transfusion blood product to Patient C 
because Patient C’s was still left unconnected.

Case 2

Blood transfusion to wrong patient

No. 11, October 2007

Preventive measures taken at the medical institutions in which the events occurred.

Adhere to the hospital’s blood transfusion manual, and 
perform final checks of the patient and the blood 
product to be used when connecting blood product 
for transfusion use.

Medical Safety
Information

Project to Collect Medical Near-Miss/
Adverse Event Information

Project to Collect Medical Near-Miss/
Adverse Event Information

Division of Adverse Event Prevention
Japan Council for Quality Health Care
1-4-17 Misakicho, Chiyoda-ku, Tokyo 101-0061 JAPAN
Direct Tel:+81-3-5217-0252  Direct Fax:+81-3-5217-0253
http://www.jcqhc.or.jp/html/index.htm

* As part of the Project to Collect Medical Near-Miss/Adverse Event Information (a Ministry of Health, Labour and Welfare 
grant project), this medical safety information was prepared based on the cases collected in the Project as well as on 
opinions of “Comprehensive Evaluation Panel” to prevent occurrence and recurrence of medical adverse events. See 
quarterly reports and annual reports posted on the Japan Council for Quality Health Care website for details of the Project.
http://www.med-safe.jp/

* Accuracy of information was ensured at the time of preparation but can not be guaranteed in the future.
* This information is neither for limiting the discretion of healthcare providers nor for imposing certain obligations or 

responsibilities on them.
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(2) Summary of Event
The summary of the event reported during the period under analysis in the 25th Quarterly Report is shown 
below.

Case
[Details]
CHDF was carried out while administering large quantities of infusion fluids to a patient who had been admitted 
with extensive burns. On the day in question, while the first and second units of FFP (type A Rh(+)) were being 
administered to the patient, the day shift nurse took over from the primary nurse. The plan was to give the patient in 
question a blood transfusion of 6 units of FFP, and the nurse anticipated that it would become busy later on, so s/he 
decided to prepare the third and fourth units ahead of time and removed the FFP from the freezer where it was stored. 
S/he thought that s/he had taken out type A Rh(+), but what s/he had actually picked up was the FFP (type O Rh(+)) 
for another patient whom the individual in question was also looking after. The procedure was to use one shelf of the 
storage freezer per patient, but the drawers were on consecutive levels and had the same amount remaining in them, 
so the nurse confused the two. Moreover, the nurse neglected to check because s/he had become busy, as a patient in 
a serious condition was brought in at the same time, so s/he placed the wrong blood type in the machine for thawing 
the blood bags.

S/he was unable to carry out a double-check after that either, because there were no other staff members around as it 
was so busy, so s/he tried to verify the blood transfusion first using the bar code, but it kept generating an error, even 
after several attempts. S/he was then notified that an emergency case was coming in, so s/he broke off from trying to 
verify the blood in order to go and provide support. Just at that point, the error (alarm) indicating that the blood type 
was wrong was actually displayed on the screen of the verification system and the person involved saw it, but assumed 
that it was due to a machine malfunction.

After assisting with the admission of the emergency case, the nurse noticed that the blood transfusion to the patient 
in question had stopped, so s/he hurriedly connected the thawed FFP (type O Rh (+)). The nurse was rushing because 
s/he felt s/he had to change the bag quickly, so s/he neglected to check when connecting the bag.

No change in the patient was observed when carrying out the observations at 5 and 15 minutes after connecting the 
bag.

The nurse subsequently remembered that s/he had not dealt with such matters as the transfusion docket; when dealing 
with the docket, s/he noticed that the color of the sticker (determined according to blood type) was different and 
realized that s/he had given a transfusion of the wrong blood type.

(3) Background and Factors Behind the Event
In terms of the background and factors behind the event, the duties up to the administration of the blood 
product for transfusion to the patient have been broadly classified into the following three categories, in 
accordance with the flow of duties: 1) preparation of the blood product for transfusion; 2) resumption after 
being interrupted; and 3) check immediately before administration.

1) Preparation of the blood product for transfusion

(i)   The procedure was to use one shelf of the storage freezer per patient, but the drawers were on 
consecutive levels and had the same amount remaining in them.

(ii)  The type A and type O FFP stored in the freezer were both for patients being cared for by the 
individual involved in this event, so s/he confused the two and took out a bag with the wrong 
patient name and blood type when removing it from the freezer.

(iii)   It was very busy, so s/he was unable to double-check with another member of staff.

2) Resumption after being interrupted

(i)   In the midst of preparing the blood product for transfusion, the nurse broke off from what s/he 
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was doing because a critically ill patient was brought in.

(ii)  The error (alarm) indicating that the blood type was wrong was displayed on the screen of the 
verification system, but the person involved assumed that it was due to a machine malfunction.

3) Check immediately before administration

(i)   The person involved noticed that the blood being transfused to the patient in question had run out 
and rushed to change the bag quickly, but neglected to check when connecting the new bag.

(4) Improvement measures taken at the medical institution in which the event 
occurred

1) Improving the bar code verification system

(i)  The IT Center has carried out system improvements to reduce the probability of erroneous 
responses in bar code verification by adjusting the reading range of the bar code reader, as well 
as adjusting the reading speed to make it easier to confirm that verification has been carried out 
properly.

(ii)  In conjunction with the system improvements, a manual has been compiled on how to use the 
system; this has been distributed to each department to notify staff members once more of how 
to operate the system. 

2) Staff education

(i)  A brainstorming session was held in the department in question to discuss the details of the 
adverse event and how staff members usually feel about blood transfusions, with staff members 
sharing their thoughts concerning the blood transfusion process on a day-to-day basis.

(ii)  The manual was revised, with a focus on risk factors, and staff members were informed of 
improvement measures.

(5) Warnings Concerning Blood Transfusion to Wrong Patient
In its October 2009 Blood Transfusion Information Bulletin entitled “Outline of Medical Adverse Events 
Related to Patient Misidentification: Concerning Blood Transfusions”, the Japanese Red Cross Society made 
use of the 17th Quarterly Report from this project to alert medical institutions to this issue, adding illustrations 
depicting the circumstances of the events related to blood transfusions.
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(6) Conclusion
Medical Safety Information No.11 “Blood transfusion to wrong patient” was issued in October 2007. In terms 
of preventive measures taken at the medical institutions in which the events occurred, it stated, “Adhere to the 
hospital’s blood transfusion manual, and perform final checks of the patient and the blood product to be used 
when connecting blood product for transfusion use.” 

However, further reports of similar cases have been received, so in addition to introducing examples and 
improvement measures, an introduction has been provided to warnings compiled by other groups using the 
details of events collected through this project. The importance not only of increasing the precision of human 
checks, but also of improving IT-based systems for verification, in order to make it easier to ascertain that 
patient verification has taken place, has been indicated.

In the future, as well as continuing to provide warnings, this division will focus its attention on trends in the 
occurrence of similar events.

（医療事故情報収集等事業 第17回報告書 p.151より抜粋）【ケースⅠ】

　この度、財団法人日本医療機能評価機構 医療事故防止事業部（http://www.med-safe.jp/）から、医療
事故情報収集等事業第17回報告書が公表されました。
　本報告書には、個別テーマの一つとして「患者取り違えに関連した医療事故」が取り上げられ、59件の分析
報告がされています。その内10件が“輸血”に関連するものでしたので、その一部を紹介します。
　なお、日本医療機能評価機構は、本報告書の公表にあたって、次のように述べています。
　『本報告書の内容を医療機関において、管理者、医療安全の担当者、医薬品の安全使用のための責任者、医療
機器の安全使用のための責任者及びその他の職員の皆様の間で情報共有していただくことにより、病院内に
おける医療安全推進にお役立て頂きたい。』

〈事故の内容〉
医師は、患者Aの血液製剤実施の指示を出した。看護師は、輸血部から患者Aの血液製剤を持ってきた他の看護師と
ともに、ナースステーションで血液製剤と伝票の患者氏名、血液型の照合を行った。その後、看護師は、患者Bのベッドサイド
に行き、その患者が患者Aであるかを照合せずに接続した。2時間後医師が患者Bのベッドサイドに行き、指示していない
血液製剤が接続されていることに気付いた。

〈背景・要因〉

〈改善策〉

●口頭指示はできる限り
　避ける。

●口頭での指示。 ●カルテの未確認。 ●未確認のまま輸血。 ●2時間後…

●口頭指示になった時には、　
　患者名、指示内容の復唱確認
　を行う。

●輸血マニュアルの確認事項 
　を各部署で再度読み合わせ 
　確認するように医療安全推進  
　室、輸血療法委員会にて緊急  
　文書にて知らせた。

●実施前の3点（患者、伝票、輸血）
　確認を指差し・声出し確認する
　ように安全便りにて知らせた。

輸血予約を手術室で行い、指示記載がカルテにされていない。また準夜で手術帰室した患者のベッドサイド
で別の患者の指示を口頭で行っている。ICUの看護師も指示受けをした者が明確になっていないため受け
持ち看護師の思い込みが是正されなかった。

マニュアルでは口頭指示は極力避けることになっており、指示受けには、指示内容を復唱することになって
いるが、復唱されていなかった。フロアーで複数の看護師がいる中での指示出しが曖昧であった。
輸血マニュアルでは、2名以上で輸血、伝票、患者カルテの血液型結果をみて声出し確認になっているが、
今回の2名の看護師は患者カルテの確認を行わなかった。受け持ち看護師が思い込んでいる患者のカルテ
との照合を行っていれば、氏名違い、血液型違いに気付くことができた。
受け持ち看護師は思い込みで当該患者への輸血を実施しており、ベッドサイドでベッドネーム、輸血、伝票と
の照合を行わないまま輸血を接続した。実施前確認の基本に沿ってベッドネーム、輸血、伝票の確認が行
われれば最後に間違いに気付くことができた。

口頭指示の問題：

輸血準備の問題：

輸血実施の問題：

指示出し・　　 ：
指示受けの問題

0910-122

患者取り違えに関連した医療事故の概要：輸血関連

患者Aさんに
輸血をして下さい。 患者Aさんの氏名、血液

型を確認しましょう。
輸血部から
持って
来ました。

輸血します。

はい。

ナースステーション

患者Aの血液製剤患者Aの血液製剤

患者Aの血液製剤

患者B 患者B

指示してないぞ!!

医療安全推進室　  輸血療法委員会

再度、
読み合わせ
確認
しましょう!輸血

マニュア
ル

確認事項

緊急文書

患者チェック、伝票チェック、輸血チェック

患者Aさんに
輸血ですね。

患者Aさんに
輸血をして下さい。

患者Aさんに
輸血をして下さい。

患者A

患者A
患者A 患者A

（医療事故情報収集等事業 第17回報告書 p.151より抜粋）【ケースⅠ】

　この度、財団法人日本医療機能評価機構 医療事故防止事業部（http://www.med-safe.jp/）から、医療
事故情報収集等事業第17回報告書が公表されました。
　本報告書には、個別テーマの一つとして「患者取り違えに関連した医療事故」が取り上げられ、59件の分析
報告がされています。その内10件が“輸血”に関連するものでしたので、その一部を紹介します。
　なお、日本医療機能評価機構は、本報告書の公表にあたって、次のように述べています。
　『本報告書の内容を医療機関において、管理者、医療安全の担当者、医薬品の安全使用のための責任者、医療
機器の安全使用のための責任者及びその他の職員の皆様の間で情報共有していただくことにより、病院内に
おける医療安全推進にお役立て頂きたい。』

〈事故の内容〉
医師は、患者Aの血液製剤実施の指示を出した。看護師は、輸血部から患者Aの血液製剤を持ってきた他の看護師と
ともに、ナースステーションで血液製剤と伝票の患者氏名、血液型の照合を行った。その後、看護師は、患者Bのベッドサイド
に行き、その患者が患者Aであるかを照合せずに接続した。2時間後医師が患者Bのベッドサイドに行き、指示していない
血液製剤が接続されていることに気付いた。
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●口頭指示はできる限り
　避ける。
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●実施前の3点（患者、伝票、輸血）
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輸血予約を手術室で行い、指示記載がカルテにされていない。また準夜で手術帰室した患者のベッドサイド
で別の患者の指示を口頭で行っている。ICUの看護師も指示受けをした者が明確になっていないため受け
持ち看護師の思い込みが是正されなかった。

マニュアルでは口頭指示は極力避けることになっており、指示受けには、指示内容を復唱することになって
いるが、復唱されていなかった。フロアーで複数の看護師がいる中での指示出しが曖昧であった。
輸血マニュアルでは、2名以上で輸血、伝票、患者カルテの血液型結果をみて声出し確認になっているが、
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0910

（医療事故情報収集等事業 第17回報告書 p.154より抜粋）【ケースⅡ】
〈事故の内容〉
患者A（O型）と患者B（A型）にMAPの指示があり、2人分の輸血製剤をほぼ同時刻に準備した。医師と看護師が確認し、
注射準備台を別々にしてそれぞれの受け持ち看護師が50mLの注射器に準備した。2人の患者とも1本目は医師と看護師
がベッドサイドで確認し、シリンジポンプを使用して、ほぼ同時刻に開始した。患者A（O型）の血液1本目が終了し、ポンプ
のアラームに気付いたリーダー看護師は、注射準備室に準備してあったシリンジに入った患者Bの輸血製剤（A型）を患者A
の輸血製剤と思い込み、受け持ち看護師に渡した。受け持ち看護師はそのシリンジが誰の製剤であるかを確認せずポンプ
に接続した。患者Bの受け持ち看護師は、患者Bの輸血の投与量が120mLであるはずが、ポンプの積算量が70mLしかない
ことに疑問を持ち、ごみ箱を確認したところ、患者B（A型）の輸血製剤が患者A（O型）に投与された可能性がわかった。
その後、対応中に患者Aに血尿が見られたため、異型輸血が判明した。

〈背景・要因〉
小児科では、CVラインから輸血することが多く、チューブが細く、自然滴下で滴下できないため、シリンジに分注してシリ
ンジポンプで輸血をしている。最初の分注した1本目の輸血実施時は医師と看護師がベッドサイドでダブルチェックして
いるが2本目以降の交換時は看護師がひとりで確認し実施していた。医師が多忙という理由で、看護師とダブルチェック
をしなければいけないという認識が医師も看護師も希薄であった。分注したシリンジに割付表を貼ってシリンジに準備
した血液を区別しているが、数本に分けて準備をした場合、バーコードが記載されているのは1本目の割付表だけである
為、PDA（携帯情報端末）を使用しての患者確認が出来ない（院内マニュアルでは医師、看護師2人でダブルチェック）。
輸血を分注し投与する場合の輸血伝票への実施記載の取り決めが周知徹底していなかった。シリンジポンプの1回目残量
アラームが鳴った事をリーダー看護師と受けもち看護師が把握していないので、2回目アラームが鳴り、輸血ラインに
エアーが混入していたので慌てて患者確認が不十分になった。リーダー看護師が処置室に二人分の血液が準備されている
ことを知らなかったので最初に目に付いた輸血シリンジを対象患者のものと思い込み、患者氏名・血液型を輸血伝票と照合
せず、受け持ち看護師に手渡した。病棟全体でPDAの活用が徹底されていなかった。受け持ち看護師は分注したシリンジ
を渡されたリーダー看護師は信頼している先輩看護師だったのでシリンジの患者氏名、血液型を確認しなくても大丈夫
だと思い確認が省略された。

〈改善策〉

●輸血分注対象者を
　検討し、極力輸血
　バッグのままで実施
　する。

●輸血分注時はすべて血液を
　シリンジに吸い、割付表を
　貼り、番号を記入する。
●シリンジには輸血バッグに貼付
　されているロット番号を貼る。

●シリンジに分けて準備する場合、
　2本目以降もベッドサイドで医師
　とダブルチェックし、輸血伝票
　に実施者のサインを残す。
●医師との確認が困難な場合は
　一時輸血を中止し、医師が来棟
　後、ダブルチェックし実施する。

●緊急の場合を除き、極力日中
　輸血が実施できるようにオー
　ダーを検討する。

●PDAを使用する。

●患者Bもほぼ同時刻に輸血を行う。 ●未確認のまま輸血。

123×××

感染性廃棄物

患者Aさん（O型）、患者Bさん（A型）の
輸血の準備をお願いします。

はい。

はい!

患者A

患者A

シリンジ
ポンプ

患者Bの
血液製剤

患者A受け持ち看護師

リーダー看護師

早
く
し
な
い
と
!

こ
れ
を
輸
血
し
て
下
さ
い
!

ピピピピピ… 間違っている!?

輸血をお願いできないかね。

PDA

明
日
の
日
中
に

実
施
し
て
は

い
か
が
で
し
ょ
う
。

患者A受け持ち看護師 患者B受け持ち看護師
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××
×
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ジ
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換
し
ま
す
。

123×××
123×××

123×
××

（医療事故情報収集等事業 第17回報告書 p.151より抜粋）【ケースⅠ】

　この度、財団法人日本医療機能評価機構 医療事故防止事業部（http://www.med-safe.jp/）から、医療
事故情報収集等事業第17回報告書が公表されました。
　本報告書には、個別テーマの一つとして「患者取り違えに関連した医療事故」が取り上げられ、59件の分析
報告がされています。その内10件が“輸血”に関連するものでしたので、その一部を紹介します。
　なお、日本医療機能評価機構は、本報告書の公表にあたって、次のように述べています。
　『本報告書の内容を医療機関において、管理者、医療安全の担当者、医薬品の安全使用のための責任者、医療
機器の安全使用のための責任者及びその他の職員の皆様の間で情報共有していただくことにより、病院内に
おける医療安全推進にお役立て頂きたい。』

〈事故の内容〉
医師は、患者Aの血液製剤実施の指示を出した。看護師は、輸血部から患者Aの血液製剤を持ってきた他の看護師と
ともに、ナースステーションで血液製剤と伝票の患者氏名、血液型の照合を行った。その後、看護師は、患者Bのベッドサイド
に行き、その患者が患者Aであるかを照合せずに接続した。2時間後医師が患者Bのベッドサイドに行き、指示していない
血液製剤が接続されていることに気付いた。

〈背景・要因〉

〈改善策〉

●口頭指示はできる限り
　避ける。

●口頭での指示。 ●カルテの未確認。 ●未確認のまま輸血。 ●2時間後…

●口頭指示になった時には、　
　患者名、指示内容の復唱確認
　を行う。

●輸血マニュアルの確認事項 
　を各部署で再度読み合わせ 
　確認するように医療安全推進  
　室、輸血療法委員会にて緊急  
　文書にて知らせた。

●実施前の3点（患者、伝票、輸血）
　確認を指差し・声出し確認する
　ように安全便りにて知らせた。

輸血予約を手術室で行い、指示記載がカルテにされていない。また準夜で手術帰室した患者のベッドサイド
で別の患者の指示を口頭で行っている。ICUの看護師も指示受けをした者が明確になっていないため受け
持ち看護師の思い込みが是正されなかった。

マニュアルでは口頭指示は極力避けることになっており、指示受けには、指示内容を復唱することになって
いるが、復唱されていなかった。フロアーで複数の看護師がいる中での指示出しが曖昧であった。
輸血マニュアルでは、2名以上で輸血、伝票、患者カルテの血液型結果をみて声出し確認になっているが、
今回の2名の看護師は患者カルテの確認を行わなかった。受け持ち看護師が思い込んでいる患者のカルテ
との照合を行っていれば、氏名違い、血液型違いに気付くことができた。
受け持ち看護師は思い込みで当該患者への輸血を実施しており、ベッドサイドでベッドネーム、輸血、伝票と
の照合を行わないまま輸血を接続した。実施前確認の基本に沿ってベッドネーム、輸血、伝票の確認が行
われれば最後に間違いに気付くことができた。

口頭指示の問題：

輸血準備の問題：

輸血実施の問題：

指示出し・　　 ：
指示受けの問題

0910-122

患者取り違えに関連した医療事故の概要：輸血関連

患者Aさんに
輸血をして下さい。 患者Aさんの氏名、血液

型を確認しましょう。
輸血部から
持って
来ました。

輸血します。

はい。

ナースステーション

患者Aの血液製剤患者Aの血液製剤

患者Aの血液製剤

患者B 患者B

指示してないぞ!!

医療安全推進室　  輸血療法委員会

再度、
読み合わせ
確認
しましょう!輸血

マニュア
ル

確認事項

緊急文書

患者チェック、伝票チェック、輸血チェック

患者Aさんに
輸血ですね。

患者Aさんに
輸血をして下さい。

患者Aさんに
輸血をして下さい。

患者A

患者A
患者A 患者A
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(7) Reference
1.  Japanese Red Cross Society. Blood Transfusion Information Bulletin. 0910-122 “Outline of Medical 

Adverse Events Related to Patient Misidentification: Concerning Blood Transfusions” (online), 
available from <http://www.jrc.or.jp/vcms_lf/iyakuhin_yuketuj0910-122_091015.pdf> (last accessed 
2011-03-29)
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[4]  Extravascular Leakage of Gabexate Mesilate (Medical Safety 
Information No.33)

(1) Details of Event
“Extravascular leakage of gabexate mesilate” was taken up in Medical Safety Information No.33 (issued in 
August 2009) (6 events published in Medical Safety Information; collection period: January 2006 - June 2009). 
Furthermore, in light of the fact that relevant events were reported during the period under analysis, a summary 
of the situation regarding recurrence and the occurrence of similar events was provided in the 20th Quarterly 
Report (2009 Annual Report p.362-364). As 3 similar events were reported during the period under analysis in 
the 25th Quarterly Report (January - March 2011), the issue was taken up again in the 25th Quarterly Report.

With regard to the number of events in which gabexate mesilate has been administered to patients in 
concentrations in excess of those stated in the “Precautions for Use Concerning Usage and Dosage” section of 
the package insert reported since the commencement of this project, there was 1 event in 2004, 3 in 2005, 2 in 
2008, 6 in 2009, and 2 in 2010. (Fig. III-3-7).

Fig. III-3-7 Number of Reports Involving Extravascular Leakage of Gabexate Mesilate

January to March 
(Number of events)

April to June 
(Number of events)

July to September 
(Number of events)

October to 
December 

(Number of events)
Total 

(Number of events)

2004 1 1
2005 1 1 1 0 3
2006 0 0 0 0 0
2007 0 0 0 0 0
2008 1 1 0 0 2
2009 1 3 1 1 6
2010 1 0 0 1 2
2011 3 - - - 3

Fig. III-3-8 Extravascular Leakage of Gabexate Mesilate (Medical Safety Information No.33)

Eight cases of requiring subsequent treatment because of extravascular leakage 
occurred during administration of gabexate mesilate to the patient, have been 
reported. Among these, six cases of using at a concentration that exceeded the 
recommendation listed in the "precautions regarding use and dose" in the 
package insert, have been reported. (information collection period, from January 1, 
2006 to June 30, 2009; the information is partly included in "Medical Adverse 
Event Information to Be Shared" in the 3rd Quarterly Report)

Extravascular leakage of
gabexate mesilate

◆ Refer to the package insert regarding the use of gabexate mesilate.

Gabexate mesilate products

No.33, August 2009

Medical Safety Information, Project to Collect Medical Near-Miss/Adverse Event Information; No.33, August 2009

Japan Council for Quality Health Care

Medical Safety
Information

Project to Collect Medical Near-Miss/
Adverse Event Information

When gabexate mesilate is administered in 
high concentration, injury may occur to the 
inner walls of the blood vessels.

Agalit 100 Panabate 100 for inj.
Panabate 500 for inj.

Arodate 100mg
Arodate 500mg

Probitor for inj. 100mg
Probitor for inj. 500mg

FOY 100
FOY 500

Mechuroseito 100mg
Mechuroseito for injection 500mg

Sokusidon Reminaron 100mg
Reminaron 500mg

Extravascular leakage of gabexate mesilate

Case 1

An approximately 3% concentration of "FOY 1500mg + Normal saline 50mL" was 
administered to the patient from the dorsum of the hand for several days. During the 
administration, although extravascular leakage was observed on the dorsum of the 
hand, the swelling was slight and it was left for observation. Eighteen days after the 
administration, the right forearm of the patient swelled. Phlegmon caused by bacterial 
infection was suspected and treatment was initiated, but the condition did not 
improve. Later, the condition was diagnosed by a dermatologist as injury to the blood 
vessels and soft tissues due to the administration of FOY.

Case 2

The physician was not aware of the use precautions regarding the concentration of 
Panabate and administered approximately 2% concentration of "Panabate 2000mg + 5% 
glucose solution 100mL" from the right forearm of the patient. The next day, extravascular 
leakage and an ulcer approximately 2 × 2.5cm in size in the right forearm were observed. 
Ten days later, necrosis developed in the right forearm and the patient received a skin 
grafting.

No.33, August 2009Medical Safety
Information

Project to Collect Medical Near-Miss/
Adverse Event Information

Project to Collect Medical Near-Miss/
Adverse Event Information

Preventive measures taken at the medical institutions in which the events occurred.

• When administering gabexate mesilate, the drug will be 
administered through the central vein whenever possible.

• When administering gabexate mesilate through periferal 
veins, the concentration of the infusion shall be 0.2% or 
less (50mL or more of solution per 100mg of the drug).

Division of Adverse Event Prevention
Japan Council for Quality Health Care
1-4-17 Misakicho, Chiyoda-ku, Tokyo 101-0061 JAPAN
Direct Tel:+81-3-5217-0252  Direct Fax:+81-3-5217-0253
http://www.jcqhc.or.jp/

* As part of the Project to Collect Medical Near-Miss/Adverse Event Information (a Ministry of Health, Labour and Welfare 
grant project), this medical safety information was prepared based on the cases collected in the Project as well as on 
opinions of “Comprehensive Evaluation Panel” to prevent occurrence and recurrence of medical adverse events. See 
quarterly reports and annual reports posted on the Japan Council for Quality Health Care website for details of the Project.
http://www.med-safe.jp/

* Accuracy of information was ensured at the time of preparation but can not be guaranteed in the future.
* This information is neither for limiting the discretion of healthcare providers nor for imposing certain obligations or 

responsibilities on them.
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(2) Gabexate Mesilate Products
The gabexate mesilate products available as of April 2011 are as follows.

○ AGALIT 100

○ GABEXATE MESILATE 100mg

○ GABEXATE MESILATE 500mg 

○ FOY 100 ○ FOY 500

○ PANABATE 100 For Inj.  ○ PANABATE 500 For Inj.

○ MECHUROSEITO 100mg  ○ MECHUROSEITO FOR INJECTION 500mg

○ PROBITOR FOR INJ. 100mg ○ PROBITOR FOR INJ. 500mg

○ Reminaron 100mg  ○ Reminaron 500mg

(3) Summary of Event
The summary of the events reported during the period under analysis in this report is shown below.

Case 1
[Details]
The patient’s general condition deteriorated due to conditions including cerebral infarction, pneumonia and renal 
failure. It had become difficult to secure a blood vessel for the continuous peripheral infusion and there was a 
tendency for leakage to occur, so the infusion had to be repeatedly re-inserted, changing the insertion site each time. 
The patient suffered DIC, so Reminaron 1,000mg + normal saline 250mL was administered using an infusion pump. 
The day after commencing administration, the patient complained of pain in the right forearm, so the infusion site 
was changed. Four days after this, the patient developed redness on the right forearm, so a cold compress was applied. 
Three days later, redness was discovered on the left thigh at the insertion site used to administer the Reminaron, 
but it was not possible to determine whether or not infusion leakage had occurred. Infusion leakage occurred again 
thereafter and the infusion site was changed as appropriate. It was difficult to secure a blood vessel in a peripheral site, 
so the attending physician inserted a central venous catheter. Ulceration of the right forearm subsequently developed, 
which was treated by the nursing team. The symptoms of skin ulceration on the right forearm did not improve, so 
the attending physician requested that the patient be examined in the dermatology department, where the patient was 
diagnosed with cutaneous gangrene due to infusion leakage. Dermatological treatment commenced and the patient’s 
symptoms improved as debridement was carried out. 

[Background and causal factors]
Reminaron was administered via a narrow, delicate blood vessel, which caused extravasation resulting in ulceration. 
An infusion pump was used to inject the Reminaron into the narrow, delicate blood vessel. There was also edema, 
but it could not be determined whether this was due to the original condition or whether it resulted from the infusion 
leakage, so it was assumed that the ulceration was caused by the original condition. The reversed vascular flow of 
blood was meant to be checked when using an infusion pump, but staff members did not comply with the manual. 
The leaflet enclosed with the drug stated “It is preferable to administer this via a central venous catheter”, but the 
physician hesitated to insert a central venous catheter due to the patient’s thrombocytopenia and the risk of infection. 
The recommended dissolved concentration is less than 0.2%, but the physician restricted the water load as the patient 
was in renal failure. The response was delayed because the nurse was unaware that the side-effects of Reminaron 
included skin ulceration and gangrene. The physician was also unaware of the risk of administering the drug at high 
concentrations.
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Case 2
[Details]
The patient was elderly, so endoscopic treatment of choledocholithiasis was performed. The procedure was complicated 
by DIC, so administration of Reminaron 1,500mg + 5% glucose 250mL was commenced. The patient had dementia, 
so s/he pulled at the infusion line and took it out on a few occasions. Moreover, it was difficult to secure a blood vessel, 
so infusion leakage occurred and the line had to be replaced a number of times. On the fourth day after commencing 
administration of Reminaron, the nurse noticed that the infusion insertion site in the dorsum of the right foot, through 
which Reminaron was being administered, was colored dark red, so s/he removed the infusion and re-inserted it. The 
nurse discovered purulent exudate coming from the dorsum of the right foot and redness around the insertion site, so 
s/he reported this to the attending physician. Gentacin Ointment was applied to the site for several days. However, 
the cutaneous symptoms did not improve, so the patient was examined in the dermatology department. The skin was 
becoming gangrenous, so debridement of the gangrenous area was carried out, while ensuring infection control.

[Background and causal factors]
The patient was elderly and had septicemia, so his/her blood vessels were weak. S/he had dementia and was seen to 
engage in such unsafe behavior as touching the infusion line, sometimes removing it, so the drug leaked outside the 
blood vessel. In addition, to stop the patient removing the infusion line, a blood vessel in the dorsum of the foot was 
chosen, as the patient could not reach it. Reminaron was administered via the narrow blood vessel in the dorsum of 
the foot using an infusion pump. The blood flow was poor, as it was a narrow blood vessel, so it was difficult for the 
gangrene to heal. The concentration of Reminaron was high (above 0.2%), so there was a considerable risk of skin 
ulceration and gangrene if extravasation occurred. There was insufficient knowledge concerning the side-effects of 
Reminaron and inadequate observation of the patient’s skin, so the response was delayed. The physician also lacked 
a sense of crisis.

Case 3
[Details]
Administration of Reminaron was commenced because of concerns about DIC, as the patient was in a critical 
condition due to severe infection, and also as a measure to counter pulmonary function impairment, as s/he had also 
received a large blood transfusion. Reminaron 1500mg/day was administered, but the central vein route could not be 
used because the patient was being administered drugs including catecholamine, so an attempt was made to secure 
a new central vein route. However, as this was not possible, the amount of Reminaron was adjusted to reduce the 
quantity of the infusion as much as possible (to 0.6%), due to circulatory failure, and this was administered alone via 
the peripheral route. Redness (2cm) was subsequently noticed at the route insertion site, so administration was halted 
and the route removed. Two days later, although the area of redness had been kept moist using a gauze pad soaked 
in normal saline, and the pressure ulcer team had intervened to provide treatment, exacerbation of the swelling and 
redness was observed, so debridement of the necrotic site was commenced.

[Background and causal factors]
Although it was an unavoidable situation, the administration of the drug via a peripheral vein at a concentration 
of 0.6% - three times the recommended limit - is surmised to have caused the skin ulceration and necrosis seen in 
this event, despite the very short time period (2 days) involved. It is thought that the patient’s decreased peripheral 
circulation due to the administration of a large quantity of catecholamine, severe diabetes, and reduced capacity 
for wound healing also contributed to the situation, but it would have to be said that the administration of a high 
concentration of Reminaron via a peripheral vein was the primary factor in the skin ulceration and necrosis. The 
patient’s life was in danger, so the administration of Reminaron at the anti-DIC dosage (1,500mg/day) was selected. 
Moreover, with regard to the fact that the Reminaron was administered via the peripheral route at a concentration 
of 0.6%, it was not possible to use the central vein route because it was being used to administer another drug, and 
although attempts were made to secure a new route, this was impossible, so the peripheral route was used due to 
considerations about the importance of ensuring that the patient did not develop a serious condition such as DIC.
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(4) Concentrations When Administering Gabexate Mesilate
The package insert for gabexate mesilate contains the following warning about the fact that its use at high 
concentrations can damage the inner wall of blood vessels and cause conditions such as phlebitis.

Partial Extract from the Package Insert on Usage and Dosage

Precautions for Use Concerning Usage and Dosage
In cases of disseminated intravascular coagulation, the use of this drug at high 
concentrations can damage the inner wall of blood vessels and cause phlebitis, 
induration, ulceration and necrosis at the injection site and along the blood vessel into 
which it is inserted, so when administering this drug via a peripheral blood vessel, it is 
preferable to carry out an intravenous infusion of 100mg of this drug in at least 50mL 
of fluid (no more than 0.2%).

Moreover, the following table shows examples of the volume of fluid required to ensure that the concentration 
of gabexate mesilate remains at no more than 0.2% - as stipulated on the package insert - when dissolving 
between 1,000 and 2,000mg of the drug, which was the dosage range in all of the events reported as part of 
this project up to the period under analysis in the 25th Quarterly Report.

Fig. III-3-9

Dosage of gabexate mesilate Recommended volume of infusion fluid for dilution

1000mg At least 500mL

1500mg At least 750mL

2000mg At least 1,000mL

(5) Concerning the Occurrence of Events
Analysis was conducted of 17 events reported as part of this project, in which concentrations in excess of that 
specified in the Precautions for Use Concerning Usage and Dosage on the package insert were used when 
infusing gabexate mesilate to a patient via a peripheral vein.

(a) Circumstances of occurrence

The table below summarizes such details as the patient status, the quantity of gabexate mesilate dissolved, 
and the concentration in each of the 17 events reported as part of this project, in which concentrations 
in excess of that specified in the Precautions for Use Concerning Usage and Dosage on the package 
insert were used when administering gabexate mesilate to a patient (Fig. III-3-10). The concentration 
of gabexate mesilate was 0.32%-4.17%, the fluid used to dilute the drug was normal saline or glucose 
solution, and the administration speed was 2-20mL/h. Skin damage occurs when using the drug at high 
concentrations, even if a diluent with few components is used or the administration speed is slow.
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Fig. III-3-10 Circumstances of the Occurrence of All Events (17 Events) Reported Under this Project

Patient status
Quantity of 

gabexate mesilate 
dissolved

Quantity of 
infusion fluid in 
which gabexate 

mesilate is 
dissolved

Concentration of 
gabexate mesilate

Administration 
speed

1 Following surgery for 
pancreatic tumor

PANABATE 
2,000mg 5% glucose 48mL Approx. 4.17% 2mL/h

2
Acute pancreatitis 
secondary to bacterial 
gastroenteritis

FOY 1,500mg Normal saline 50mL 3.0% Unknown

3
DIC following surgery 
for abdominal aortic 
aneurysm

FOY 1,200mg 5% glucose 48mL 2.5% 2mL/h

4 DIC PANABATE 
2,000mg 5% glucose 100mL 2.0% 4mL/h

5 Acute pancreatitis Arodate 2,000mg Normal saline 100mL 2.0% 4mL/h

6

DIC following 
left total 
nephroureterectomy 
and transurethral 
resection of a bladder 
tumor

FOY 2,000mg
5% glucose 100mL, 
then changed to 5% 
glucose 500mL

2% → 0.4% 4-20mL/h

7

DIC secondary to 
steroid administration, 
etc. due to liver cancer 
and acute exacerbation 
of interstitial 
pneumonitis

PANABATE 
1,500mg 5% glucose 200mL 0.75% Unknown

8
 (Case 1) DIC Reminaron 1,000mg Normal saline 250mL 0.4% Unknown

9
 (Case 2) DIC Reminaron 1,500mg 5% glucose 250mL 0.6% Unknown

10 
(Case 3)

DIC accompanied by 
severe infection Reminaron 1,500mg Infusion fluid 250mL 0.6% Unknown

11 Ovarian cancer PANABATE 
2,000mg 

Normal saline 
500mL 0.4% Unknown

12 DIC Reminaron 1,000mg 5% glucose 250mL 0.4% 10mL/h

13 DIC secondary to 
septicemia FOY 2,000mg 5% glucose 500mL 0.4% 2mL/h

14 DIC PANABATE 
1,000mg Normal saline 250mL 0.4% 4mL/h

15 DIC
Reminaron 1,000mg, 
3-day break, then 
Reminaron 1,600mg

5% glucose 500mL 0.2% → 0.32% 20mL/h

16

Inhibition of 
pancreatic enzyme 
activity following 
pancreatectomy 
combined with hepatic 
artery resection 

Unknown Unknown High concentration Unknown

17 DIC secondary to 
infectious endocarditis Unknown Unknown High concentration Unknown
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(b) Effect on the patient

The initial symptoms of the patient in each of the reported events are shown in Fig. III-3-11. Some form 
of initial symptom appeared in most events, with the most common being redness (5 events) and swelling 
(4 events).

Fig. III-3-11

Initial symptom Number of 
events

Redness 5
Swelling 4
Ulceration 1
Skin at the infusion insertion site became dark red 2
Skin at the infusion insertion site became white 1
None 2
Unknown 3

Next, Fig. III-3-12 shows the main effect on the patient. In terms of the main effect on the patient, 
necrosis was the most common, with 8 events of this nature, while other major effects included gangrene, 
ulceration and fistula. Moreover, it was ascertained that there was an effect on the patient in almost all 
events.

Fig. III-3-12

Main effect on patient Number of 
events

Necrosis 8
Gangrene 2
Ulceration 2
Fistula 2
Tissue disorder 1
Swelling 1
Unknown 1

Moreover, details of treatment are shown in Fig. III-3-13. The most common treatment was removal of 
necrotic tissue (debridement), which was used in 6 events. In terms of other treatment, there were 2 events 
in which skin graft surgery was carried out.

Fig. III-3-13

Details of treatment Number of 
events

Removal of necrotic tissue (debridement) 6
Skin incision 3
Skin graft surgery 2
Treatment with ointment 2
Oral medication 1
Unknown 3
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Finally, Fig. III-3-14 shows the main background and causal factors. The most common factor was a lack 
of knowledge about gabexate mesilate, which was involved in 12 events, while other events involved the 
administration of the drug at high concentrations via a peripheral vein for therapeutic reasons.

Moreover, the matters regarding which the physician or nurse lacked knowledge were 1) the fact that there 
is a recommended dilution concentration when administering gabexate mesilate via a peripheral vein, and 2) 
the usage warnings concerning such issues as vasculitis and tissue necrosis. For example, the background to 
Case 1 and Case 2 included a lack of knowledge concerning the side-effects and a delayed response due to 
inadequate observation of the patient’s skin.

This indicates that it is necessary to provide repeated, ongoing education and alerts concerning gabexate 
mesilate, like this one.

Fig. III-3-14

Main Background and Causal Factors Number of 
events

Lack of knowledge about gabexate mesilate 12
Obliged to administer a high concentration via a peripheral vein 4
Unknown 1

(6) Improvement measures taken at the medical institution in which the event 
occurred

The following improvement measures have been reported at the medical institutions where the events in 
question occurred.

1) System improvements

(i)   On the ordering system, a pop-up alert stating “use via central vein” has been created, while the 
details box contains the important notice “Danger of skin ulceration: use at 0.2% or below”.

2) Ensuring widespread knowledge and education concerning gabexate mesilate

(i)   Ensuring widespread knowledge of side-effects. Information and documentation from the Japan 
Council for Quality Health Care is provided.

(ii)   Sharing information about events.

(iii)  Ensuring widespread knowledge of the risks of high concentrations.

3) Observation of and response to extravasation

(i)   Creating a list of the items on the drug formulary of the hospital in question that can easily 
cause skin damage due to extravasation, including anticancer drugs, and ensuring widespread 
knowledge of this.

(ii)   Creating a flow chart to enable the initial actions to be taken and a pathway to enable a dermatologist 
to be consulted if signs of infection emerge, and ensuring widespread knowledge of these among 
staff.

(7) Conclusion
There have been further reports of extravasation when using gabexate mesilate. In terms of preventive measures 
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taken at the medical institutions in which the events occurred, Medical Safety Information No.33 stated, “When 
administering gabexate mesilate, the drug will be administered through the central vein whenever possible.” 
and “When administering gabexate mesilate through peripheral veins, the concentration of the infusion shall 
be 0.2% or less (50mL or more of solution per 100mg of the drug).” It is necessary to make repeated efforts to 
ensure widespread awareness of gabexate mesilate concentrations. Moreover, it has been indicated that, when 
the patient’s status makes the administration of gabexate mesilate via a peripheral vein in concentrations in 
excess of the recommended dilution unavoidable, it is necessary to pay continual attention to observing the 
infusion insertion site and respond swiftly in the event that symptoms emerge.

In the future, as well as continuing to provide warnings, this division will focus its attention on trends in the 
occurrence of similar events.

(8) Reference
1. Reminaron package insert. Shionogi & Co., Ltd. Amended June 2009 (revision following the abolition of the 
designated drug regulatory classification in the 9th edition).
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[5]  Burn Caused by a Bed-bath Towel (Medical Safety Information No.46)
(1) Details of Event
“Burn caused by a bed-bath towel” was taken up in Medical Safety Information No.46 (issued in September 
2010), which highlighted events in which hot towels prepared in a plastic bag came into contact with the 
patient’s body when they were being given a bed-bath, resulting in a burn (4 events published in Medical 
Safety Information; collection period: January 2007 - July 2010). There was 1 reported event involving burns 
caused by a bed-bath towel in 2007, 2 in 2008, 1 in 2009, and 2 in 2010. Moreover, 2 events were reported in 
the period under analysis in the 25th Quarterly Report (January - March 2011) (Fig. III-3-15).

Fig. III-3-15 Number of Reports Involving Burn Caused by a Bed-bath Towel

January to March 
(Number of events)

April to June 
(Number of events)

July to September 
(Number of events)

October to 
December (Number 

of events)
Total (Number of 

events)

2004 0 0
2005 0 0 0 0 0
2006 0 0 0 0 0
2007 0 1 0 0 1
2008 2 0 0 0 2
2009 1 0 0 0 1
2010 0 0 2 0 2
2011 2 - - - 2

Fig. III-3-16 Burn Caused by a Bed-bath Towel (Medical Safety Information No.46)

Four cases of burn due to a hot towel prepared in a plastic bag coming in contact 
with the patient's body during bed-bath, have been reported (information 
collection period: from January 1, 2007 to July 31, 2010; the information is partly 
included in "Medical Adverse Event Information to Be Shared" in the 10th 
Quarterly Report).

◆ Burn injury during nursing care has been provided in Medical Safety Information No.5 
"Burn during assisted bathing" and Medical Safety Information No.17 "Burn during 
use of a hot water bottle." 

Burn caused by a bed-bath towel

Image of case 1

Too hot!
Too hot!

Here I wipe
off your back.

Burn

N
am

e

No.46, September 2010

Medical Safety Information, Project to Collect Medical Near-Miss/Adverse Event Information; No.46, September 2010

Japan Council for Quality Health Care

Medical Safety
Information

Project to Collect Medical Near-Miss/
Adverse Event Information

Cases of burn due to a hot towel prepared in 
a plastic bag coming in contact with patient's 
body during bed-bath, have been reported. 

Burn caused by a bed-bath towel

Case 1

The nurse placed towels in a plastic bag for bed-bath near the patient's right 
thigh, with the patient in the right lateral decubitus position to wipe the 
patient's back. The patient screamed "Too hot! Too hot!" during the bed-bath, 
and redness developed on the right thigh. 

Case 2

A whole body bed-bath was performed for the patient with a disturbance of 
consciousness and right-sided hemiparesis. The nurse who was performing 
the bed-bath left the patient to respond to a nurse call from another patient, 
and another nurse took over the bed-bath. When the patient was moved to 
the left lateral decubitus position, two hot towels for bed-bath were laid under 
the left thigh for about five minutes, and redness developed. The nurse placed 
two towels on the bed so they could be readily taken for wiping the patient's 
body. 

No.46, September 2010Medical Safety
Information

Project to Collect Medical Near-Miss/
Adverse Event Information

Project to Collect Medical Near-Miss/
Adverse Event Information

Preventive measures taken at the medical institutions in which the events occurred.

Division of Adverse Event Prevention
Japan Council for Quality Health Care
1-4-17 Misakicho, Chiyoda-ku, Tokyo 101-0061 JAPAN
Direct Tel:+81-3-5217-0252  Direct Fax:+81-3-5217-0253
http://www.jcqhc.or.jp/

* As part of the Project to Collect Medical Near-Miss/Adverse Event Information (a Ministry of Health, Labour and Welfare 
grant project), this medical safety information was prepared based on the cases collected in the Project as well as on 
opinions of “Comprehensive Evaluation Panel” to prevent occurrence and recurrence of medical adverse events. See 
quarterly reports and annual reports posted on the Japan Council for Quality Health Care website for details of the Project.
http://www.med-safe.jp/

* Accuracy of information was ensured at the time of preparation but can not be guaranteed in the future.
* This information is neither for limiting the discretion of healthcare providers nor for imposing certain obligations or 

responsibilities on them.

Do not place hot towels for a bed-bath on the bed. 
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 (2) Summary of Event

Case 1
Towels in plastic bags were prepared in order to give a patient a bed-bath. The staff member concerned removed one 
towel and placed the other, still folded up, between the patient’s trunk and right forearm. About three minutes later, 
when tidying up the towels, the staff member discovered patches of redness measuring 7cm and 3cm on the patient’s 
right forearm. The staff member began cooling of the area, but the redness continued, so the patient was examined 
in the dermatology department. As a result, the patient was diagnosed with first-degree burns, so Dermovate Cream 
was applied, cooling was continued and the patient’s progress was monitored.

A hot towel was left touching a patient with a reduced cognitive level due to being under sedation.

Case 2
On giving a bed-bath, the nurse placed a plastic bag containing six hot towels near the patient’s feet. The bed-bath was 
carried out, placing the patient first in the right lateral decubitus position and then the left lateral decubitus position 
for about two minutes each time. When the patient was in the right lateral decubitus position, the nurse noticed 
redness and excoriation on the lateral aspect of the patient’s left knee. There were three unused hot towels in a plastic 
bag under where the patient’s knee had been positioned. There had been no complaint from the patient. The patient 
was examined in the dermatology department and treatment commenced via the application of ointment. The area of 
excoriation was disinfected and had ointment applied before being protected with a gauze pad.

There was little awareness of the danger of burns, so the hot towels were placed on the bed, near the patient. The Japan 
Council for Quality Health Care Medical Safety Information No.46 “Burn caused by a bed-bath towel” warns that hot 
towels should not be placed on the bed. However, although this warning had been distributed and participants in meetings 
of charge nurses and other such staff had been alerted about the issue, it had not been made common knowledge.

(3) Improvement measures taken at the medical institution in which the event 
occurred

The following improvement measures have been reported at the medical institutions where the events in 
question occurred.

1) Not placing hot towels for a bed-bath on the bed
(i)   Ensuring thorough compliance with the practice of placing items on the overbed table or a trolley, 

instead of on the bed.
(ii)   Considering unifying practices within the hospital, such as placing hot towels for bed-baths in the 

handbasin and carrying them to the patient.
2) Putting in place the appropriate environment for giving a bed-bath

(i)   Checking that items are not touching the patient immediately before and after providing treatment 
or care.

3) Widespread dissemination of information
(i)   Widespread notification once again of the events highlighted in Medical Safety Information 

No.46 “Burn caused by a bed-bath towel”, as well as events at the hospital in question.

(4) Conclusion
Medical Safety Information No.46 “Burn caused by a bed-bath towel” was issued in September 2010 and, in 
terms of preventive measures taken at the medical institutions in which the events occurred, it stated, “Do not 
place hot towels for a bed-bath on the bed.” Similar events were reported during the period under analysis in 
this report, so the fact that similar improvement measures are being implemented has been highlighted. As 
seen in the cases introduced above, burns can be caused after only a short time, depending on the temperature 
of the towel used for giving a bed-bath and the condition of the patient. In terms of improvement measures at 
medical institutions, the importance of not placing items on the bed and making thorough preparations when 
giving a bed-bath has been highlighted.
In the future, as well as continuing to provide warnings, this division will focus its attention on trends in the 
occurrence of similar events.
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[6]  Confusion between Total Product Amount and Content of Active 
Ingredient (Medical Safety Information No.9)

(1) Details of Event
“Confusion between total product amount and content of active ingredient” was taken up in Medical Safety 
Information No.9 (issued in August 2007) (4 events published in Medical Safety Information; collection 
period: October 2004 - March 2007).

There were 4 reported events relating to confusion between total product amount and content of active 
ingredient in 2006, 1 in 2009, and 2 in 2010 (Fig. III-3-17).

Fig. III-3-17 Number of Reports Involving Confusion between Total Product Amount and Content of 
Active Ingredient

January to March 
(Number of events)

April to June 
(Number of events)

July to September 
(Number of events)

October to 
December (Number 

of events)
Total (Number of 

events)

2004 0 0
2005 0 0 0 0 0
2006 0 0 0 4 4
2007 0 0 0 0 0
2008 0 0 0 0 0
2009 0 0 0 1 1
2010 0 0 0 2 2
2011 0 1 - - 1

Fig. III-3-18 Confusion between Total Product Amount and Content of Active Ingredient (Medical 
Safety Information No.9)

Four cases of confusion between total product amount and content of active 
ingredient were reported. (information collection period, from October 1, 2004 to 
March 31, 2007; the infomation is partly included in "Medical Adverse Event 
Information to Be Shared" in the 8th Report)

<Drugs for which there were similar reports> Aleviatin powder 10%, Phenobal powder 10%, etc.

Note) The active ingredient; sodium valproate.

The interpretation of the 
order by the pharmacist

Instruction description

Selenica-R Granules 40% Note) 1250mg a day

The amount of active ingredient

Interpreted as a prescription of
 1250mg a day

∴Total amount of the preparation = 3125 mg  (1250/0.4)

The order intended
 by the physician

The amount of active ingredient

Intended prescription of
500mg a day (1250X0.4)

∴Total amount of the preparation = 1250 mg

Confusion between total product 
amount and content of active ingredient

No.9, August 2007

Medical Safety Information, Project to Collect Medical Near-Miss/Adverse Event Information; No.9, August 2007

Japan Council for Quality Health Care

Medical Safety
Information

Project to Collect Medical Near-Miss/
Adverse Event Information

Cases of overdose being administered as a result 
of confusion between total product amount and 
content of active ingredient on prescriptions for 
oral drug have been reported.

An oral drug prescription of "Selenica-R 1.25g 2 parts morning/evening" (equivalent to 500mg of the 
active ingredient sodium valproate) was described on a drug information form provided for a patient 
admitted from another hospital. Intending to prescribe the same contents, the physician entered 
"Selenica-R Granules 40% 400mg/g 1250mg, after breakfast/dinner" into an order screen and issued a 
prescription. On the other hand, the extramural pharmacy that received the prescription interpreted the 
1250mg not as the total volume of the formula, but as the volume of active ingredient (sodium valproate) 
and prepared the prescription of Selenica-R granular 40% in a total volume of 3125 mg. The overdosage 
was discovered by an inquiry from a family member when the patient suffered from vomiting.

Case 1

A patient came to an outpatient ward for examination manifesting symptoms severe enough that the 
patient was inarticulate. The primary physician suspected the drugs prescribed three weeks earlier 
at another hospital as the cause of the symptoms and verified again the contents of the prescription. 
As a result, it was discovered that the another hospital prescribed 150 mg/day of phenobarbital as 
active ingredient, while the hospital in question, prescribed 10 times of the amount, i.e. 1500 
mg/day. The reason for this was because the primary physician read the drug notes brought in by 
the patient where the prescription read "Phenobal powder 10% 1.5 g/day", however, prescribed 
“Phenobal powder 10% 1500 mg/day" intending to issue the same prescription. According to the 
convention at pharmacy division of the hospital, when volumes are displayed in "g," this refers to the 
total volume of the prescription, and when volumes were displayed in "mg," this refers to the volume 
of active ingredient. During preparation of the prescription, the pharmacist interpreted the volume of 
active ingredient to be 1500 mg, because the prescription was described in "mg".

Case 2

Confusion between total product amount and content of active ingredient

No.9, August 2007Medical Safety
Information

Project to Collect Medical Near-Miss/
Adverse Event Information

Project to Collect Medical Near-Miss/
Adverse Event Information

Preventive measures taken at the medical institutions in which the events occurred.

Division of Adverse Event Prevention
Japan Council for Quality Health Care
1-4-17 Misakicho, Chiyoda-ku, Tokyo 101-0061 JAPAN
Direct Tel:+81-3-5217-0252  Direct Fax:+81-3-5217-0253
http://www.jcqhc.or.jp/html/index.htm

Establish descriptive rules for prescription and note to whether 
the amount in description is active ingredient or total amount.

* As part of the Project to Collect Medical Near-Miss/Adverse Event Information (a Ministry of Health, Labour and Welfare 
grant project), this medical safety information was prepared based on the cases collected in the Project as well as on 
opinions of “Comprehensive Evaluation Panel” to prevent occurrence and recurrence of medical adverse events. See 
quarterly reports and annual reports posted on the Japan Council for Quality Health Care website for details of the Project.
http://www.med-safe.jp/

* Accuracy of information was ensured at the time of preparation but can not be guaranteed in the future.
* This information is neither for limiting the discretion of healthcare providers nor for imposing certain obligations or 

responsibilities on them.
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(2) Summary of Event
The summary of the event reported during the period under analysis in the 26th Quarterly Report is shown 
below.

Case
[Details]
The patient had been taking Adetphos Kowa Granule 10% 3g (total product amount) three times a day after meals since before 
admission. As the medicines brought in at hospitalization were running out after admission, the nurse in question asked the physician 
to draw up the first internal prescription, for the doses to be taken from the following day, so the physician prescribed 15 packages 
of 300mg (active ingredient dosage) to be taken three times a day after meals, constituting five days’ supply. When receiving the 
handover from the evening nurse, the nurse was told “1g is 1,000mg” and was unaware that the quantity prescribed showed the 
active ingredient dosage, so assumed that there was not sufficient medication. Accordingly, the nurse in question handed 10 of the 
15 packages to the patient and told him/her to take them the following morning. The patient asked “Do I have to take all 10?”, but 
the nurse did not check with the physician who had drawn up the first prescription, and just told the patient that was correct. As the 
prescribed medication would run out on the first day, the nurse asked a different physician to draw up the second prescription, for 3g 
daily, to be dated the following day, so that physician entered a prescription for 3,000mg to be taken three times a day after meals. 
The evening nurse saw that “3,000mg” was written on the drug bag, but even though s/he heard the nurse in question say “I have to 
get the patient to take 10 packages”, s/he did not think anything was particularly amiss and did not check.

The following day, after breakfast, the patient took 10 packages of Adetphos Kowa Granule 10% 100mg (active ingredient dosage). 
Subsequently, in an inquiry from the pharmaceutical department about the prescription, as the physician who drew up the second 
prescription had been in touch, it was discovered that the first prescription had been correct, that the second prescription had been 
canceled, and that the patient had been given an overdose. The patient did not suffer any side-effects and no abnormalities were found 
in the results of the tests carried out.

[Background and causal factors]
The nurse in question did not understand the notation of the active ingredient dosage on the internal prescription, so s/he assumed 
that it was a prescription error by the physician and changed the amount of medication administered based on his/her own judgment, 
without checking with the physician who prescribed it. Nurses nearby heard the nurse in question say “I have to get the patient to 
take 10 packages”, but none of them thought anything was amiss, so they did not check. Usually, a double-check takes place when 
preparing oral medication, but this was not carried out when receiving the oral medication from the pharmaceutical department.

(3) Improvement measures taken at the medical institution in which the event 
occurred

The following improvement measures have been reported at the medical institutions where the events in 
question occurred.

1)  Ensuring thorough adherence to the practice of checking with the physician without fail if doubts arise 
about that physician’s order, rather than nurses making their own judgments.

2)  Ensuring that the notation of active ingredient dosages is common knowledge among all staff members 
and implementing thorough education in future when providing guidance to new recruits.

3)  Carrying out double-checks when receiving oral medication from the pharmaceutical department, with 
the primary nurse checking it after the nurse who received the medication has checked it. In terms of 
IT systems, consideration shall be given to labeling drug bags with both the total product amount and 
the content of the active ingredient.

(4) Conclusion
Medical Safety Information No.9 was issued in October 2008 and, in terms of preventive measures taken at 
the medical institutions in which the events occurred, it stated, “Establish descriptive rules for prescription and 
note to whether the amount in description is active ingredient or total amount.”

The background and causal factors involved in the events reported during the period under analysis in the 
26th Quarterly Report include the fact that the nurse did not understand the notation of the active ingredient 
dosage on the internal prescription, so it is desirable for the notation to be such that not only physicians 
and pharmacists, but also the nurses distributing medication to patients can clearly understand whether the 
quantity on the label is the active ingredient dosage or the total product amount.

In the future, as well as continuing to provide warnings, this division will focus its attention on trends in the 
occurrence of similar events.
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[7]  Magnetic Material (e.g. Metal Products) Taken in the MRI Room 
(Medical Safety Information No.10)

(1) Details of Event
“Magnetic material (e.g. metal products) taken in the MRI room” (2 events published in Medical Safety 
Information; data summary period: October 2004 - March 2007) was taken up in Medical Safety Information 
No.10 (issued in September 2007). Furthermore, in light of the fact that relevant events were reported during the 
period under analysis in the 2009 and 2010 Annual Reports, summaries of the situation regarding recurrence 
and the occurrence of similar events were provided in those reports.

As 2 similar events were reported during the period under analysis in this report (April - June 2011), the issue 
has been taken up again in this report, in order to provide a further warning about this issue.

Fig. III-3-19 shows the number of similar events that have occurred to date.

Hitherto, the number of events related to non-magnetic medical devices, such as cardiac pacemakers, which 
are controlled electronically, magnetically or mechanically, and are thus deemed to suffer deleterious effects in 
a strong magnetic field, has been recorded in the section concerning the recurrence of events and occurrence 
of similar events pertaining to “Magnetic material (e.g. metal products) taken in the MRI room”. However, it 
has been decided that events related to cardiac pacemakers shall be tabulated and analyzed separately, starting 
from this report.

Fig. III-3-19 Number of Reports Involving Magnetic Material (e.g. Metal Products) Taken in the MRI 
Room

January to March 
(Number of events)

April to June 
(Number of events)

July to September 
(Number of events)

October to 
December (Number 

of events)
Total (Number of 

events)

2004 0 0
2005 0 0 1 0 1
2006 0 0 0 0 0
2007 1 0 0 1 2
2008 1 0 0 1 2
2009 2 2 1 0 5
2010 1 1 2 1 5
2011 2 2 - - 4
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Fig. III-3-20 Magnetic Material (e.g. Metal Products) Taken in the MRI Room (Medical Safety 
Information No.10)

(2) Magnetic Material Implanted in the Patient
The specific magnetic materials taken into the MRI room referred to in Medical Safety Information No.10 
“Magnetic material (e.g. metal products) taken in the MRI room” were an oxygen tank and an enamel tray. 
The items falling into these two categories were items of medical equipment or implements brought in by 
medical personnel to be used with the patient at the time of an MRI examination. Subsequently, the 23rd 
Quarterly Report carried a table concerning the circumstances surrounding the occurrence of similar events 
since this project began, listing the magnetic material taken into the MRI room, the situation, status, and main 
background factors involved in these events (2010 Annual Report p.339, Fig. III-3-19).

This report focused on magnetic materials brought into the MRI room by the patient. It is necessary for 
medical personnel to confirm before the examination whether the patient has any implanted medical devices 
and, if so, to check whether or not it is a device that could be affected by the magnetic field of the MRI. It is also 
necessary to determine the advisability of conducting an MRI examination, giving adequate consideration to 
the patient’s symptoms and the therapeutic necessity of the examination.

Between the commencement of this project and June 2011, 2 of the events related to magnetic material taken 
into the MRI examination room involved magnetic material implanted into the patient being taken into the 
MRI room. Moreover, in both cases, no check was carried out by medical personnel prior to the examination. 
As shown in Fig. III-3-21, in the past, there have been no events specifically involving magnetic material 
implanted into the patient being taken into the MRI room.

Japan Council for Quality Health Care

Medical Safety
Information

Medical Safety Information, Project to Collect Medical Near-Miss/Adverse Event Information; No. 10, September 2007

No. 10, September 2007

Project to Collect Medical Near-Miss/
Adverse Event Information

Magnetic material (e.g. metal products) 
taken in the MRI room

Two accidents involving magnetic materials (e.g. metal products) taken in the 
MRI room have been reported (information collection period, from October 1, 
2004 to March 31, 2007; the information is partly included in "Medical Adverse 
Event Information to Be Shared" in the 9th Quarterly Report).

Ensuring a thorough system to prevent 
patients and healthcare providers from 
taking magnetic materials (e.g. metal products) 
into the MRI room is necessary.

*�Enamel products are made of metal and glass and therefore magnetic (attracted by
� magnetic substances).

Magnetic materials (e.g. metal products) 
taken into the MRI room which caused accidents

Oxygen tank

Enamel* tray
Division of Adverse Event Prevention
Japan Council for Quality Health Care
1-4-17 Misakicho, chiyoda-ku, Tokyo 101-0061 JAPAN
Tel:+81-3-5217-0252   Fax:+81-3-5217-0253
http://www.med-safe.jp/

Medical Safety
Information

Project to Collect Medical Near-Miss/
Adverse Event Information

No. 10; September 2007Project to Collect Medical Near-Miss/
Adverse Event Information

A patient on oxygen was taken into the MRI room on a gurney from the emergency 
room.  The patient was searched for any metal products upon entering the MRI room, 
and the patient's dentures and underwear were removed.  A clinical radiologist 
thought the gurney and the oxygen tank were for exclusive use in the MRI room and 
did not check their identification.  When the gurney was moved close to the MRI 
device in order to move the patient to the platform, the oxygen tank flew out and 
stuck to the MRI gantry.

Case 1

A nurse prepared a sedative for a child undergoing MRI.  The nurse put the sedative 
into an enamel tray and left it in the anteroom adjacent to the MRI room.  A clinical 
radiologist searched an attending physician and the child for any metal products 
upon entering the MRI room and found none.  The physician took the tray from the 
anteroom into the MRI room, put it on the platform near the child's feet, and started 
the sedation procedure.  When the child was asleep, the platform was moved to the 
head of the MRI device to start scanning.  The enameled tray placed close to the 
child's feet was pulled towards the MRI gantry, the used articles in the tray flew out, 
and some of the articles hit the child which caused a laceration in the child's mouth.

Case 2

Preventive measures taken at the above institutions

Ensure a thorough checking system to prevent magnetic 
materials (e.g. metal products) from entering the MRI room.

* As part of the Project to Collect Medical Near-Miss/Adverse Event Information (a Ministry of Health, Labour and Welfare 
grant project), this medical safety information was prepared based on the cases collected in the Project as well as on 
expert opinions to prevent occurrence and recurrence of medical near-miss/adverse events.  See quarterly reports and 
annual reports posted on the Japan Council for Quality Health Care website for details of the Project.
http://jcqhc.or.jp/html/accident.htm#med-safe

* Accuracy of information was ensured at the time of preparation but can not be guaranteed in the future.
* This safety information is not for limiting the discretion of healthcare providers or for placing certain obligations or 

responsibilities on them.

Magnetic material (e.g. metal products) taken in the MRI room
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Fig. III-3-21 Events Involving Magnetic Material Implanted in the Patient
2004 0
2005 0
2006 0
2007 0
2008 0
2009 0
2010 0
2011 2

* Figures for 2011 are for the period January - June

(3) Summary of Event
The following provides an outline of events reported between the start of this project and June 2011, related to 
magnetic material implanted into the patient being taken into the MRI room.

Case 1
[Details]
The patient had been examined at another medical institution, as s/he had been suffering from headaches. The 
patient had been diagnosed with lung cancer and hydrocephalus resulting from carcinomatous arachnoiditis, so had 
undergone a shunt procedure. S/he was then referred to the department of respiratory medicine to undergo treatment 
for lung cancer. An MRI of the head was carried out as part of the thorough examination for metastasis. Six months 
later, the patient was suffering from headaches, so a further MRI of the head was carried out, due to suspected 
metastasis, and a subdural hematoma was found. When the neurosurgery department was consulted, it transpired that 
the shunt was one in which the pressure setting could be changed by a strong magnetic force, and the MRI six months 
earlier had set it to low cerebrospinal pressure. There was no external injury, so it was thought that the hematoma was 
caused by the development of low cerebrospinal pressure. Accordingly, after being diagnosed with chronic subdural 
hematoma, the patient underwent surgical lavage and removal of the chronic subdural hematoma (trephination).
[Background and causal factors]
•  The physicians in the hospital departments other than the neurosurgery department were unaware that the pressure 

setting of the shunt would be changed by carrying out an MRI, so the pressure of the shunt valve was not adjusted 
after the examination ended.

•  The checklist below the question “Do you have any kind of metal or magnetic material in your body?” on the 
patient explanation form for the MRI examination did not stipulate shunts, so the patient did not realize and 
therefore did not declare it.

•  Both a physician and a nurse went through the checklist to be completed by medical personnel at the time of an 
MRI examination, but both stated “None” in response to the query about magnetic shunts.

Case 2
[Details]
The patient in question had a hearing impairment and when the ward nurse and the primary nurse in charge of the 
MRI room checked, s/he reported that s/he had a hearing aid. The order stated that the patient had no implants, so the 
hearing aid was removed from the patient’s right ear before entering the room. When the patient was brought inside 
the gantry, s/he complained of head pain. The patient complained, “My cochlear implant....”, so s/he was taken out 
of the MRI room immediately. When checking after leaving the room, it transpired that the patient had a cochlear 
implant in his/her left ear.

[Background and causal factors]
•  The otorhinolaryngology department, which had carried out the implantation of the cochlear implant, was aware 

that an MRI was contraindicated and had explained this to the patient, but this had not been communicated to the 
hospital department that subsequently admitted the patient, so the MRI order stated “no metal”.

•  There was no reference to implants on the checklist for completion before entering the room.
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(4) Occurrence of Events
As shown in Fig. III-3-22, the implanted medical devices involved in the reported events were a cochlear 
implant and a ventricular shunt with a variable pressure valve.

Fig. III-3-22 Implanted Medical Devices

Medical device Number of events

Cochlear implant 1

Ventricular shunt with a variable pressure valve 1

Moreover, Fig. III-3-23 shows which hospital department implanted the medical device and which hospital 
department ordered the MRI examination. In both cases, the hospital department that implanted the medical 
device was not the same hospital department that ordered the MRI examination; in one, the physician in the 
department concerned (except in the case of the neurosurgery department) was unaware that the pressure of 
the shunt valve needed to be adjusted (Case 1), while in the other, information about the cochlear implant had 
not been communicated to the department that admitted the patient (Case 2). This indicated the importance of 
communicating and sharing patient information between hospital departments.

Fig. III-3-23 Department Implanting the Medical Device and Department Ordering the MRI

Department in charge of implanting the medical device Department ordering the MRI 
examination

Neurosurgery department (other facility) Respiratory medicine department

Otolaryngology department (at the facility in question) Surgical department

(5) Improvement measures taken at the medical institution in which the event 
occurred

The following improvement measures have been reported at the medical institutions where the events 
in question occurred.

1) Strengthened checks when applying for examinations

(i)   Ensuring that the attending physician carries out a thorough check concerning medical devices 
and materials implanted into the patient when ordering an MRI.

2) Improvement of the checklist

(i)   Revising the item relating to metal implants on the MRI examination questionnaire (for patients), 
to make it possible to obtain information from the patient as well.

(ii)   Adding an item concerning implants to the explanation and consent forms that are printed 
automatically when ordering an MRI.

3) Provision of information

(i)   Ensuring widespread awareness among staff of the fact that it is necessary to reset the valve 
pressure after conducting MRI examinations of patients with implanted magnetic shunt tubes.

(ii)   Ensuring that if, when requested to perform an MRI examination by a hospital department other 
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than the neurosurgery department, the diagnostic imaging center ascertains that a patient has 
a shunt, the necessity of setting the shunt pressure is communicated to the physician in that 
department.

(iii)   Ensuring that the attending physician in the hospital department that implanted the device enters 
information about it in the appropriate section of the ordering system, and that this information 
is shared with all departments.

(6) Conclusion
In terms of preventive measures taken at the medical institutions in which the events occurred, Medical Safety 
Information No.10 stated, “Ensure a thorough checking system to prevent magnetic materials (e.g. metal 
products) from entering the MRI room.”

Subsequently, the 2009 Annual Report introduced initiatives being undertaken by medical institutions, 
categorizing them as 1) things that should be done when carrying out an MRI, and 2) matters relating to 
education and ensuring that the events in question are common knowledge. The 2010 Annual Report warned 
readers about cases in which medical personnel had unthinkingly taken in magnetic material normally 
worn about their person and alerted them to the importance of gathering information about such matters as 
pacemakers implanted into patients.

In this report, the importance of interdepartmental sharing of information about magnetic materials implanted 
into patients was also indicated.

Moreover, it is also important to conduct educational initiatives, to ensure that patients who have had magnetic 
materials implanted are aware of the fact that this is an important point to remember when having an MRI 
examination.

In the future, as well as continuing to provide warnings, this division will focus its attention on trends in the 
occurrence of similar events.
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[8]  Medical Adverse Event Information to Be Shared: Events Relating to 
Bed Side Rails and Handles (13th Quarterly Report)

(1) Details of Event
Events relating to bed side rails and handles were reported during the period under analysis in the 13th 
Quarterly Report (January - March 2008), and these were taken up in a Medical Adverse Event Information to 
Be Shared bulletin. Moreover, Medical Adverse Events Related to Beds and Other Hospital Room Equipment 
were highlighted as an individual theme in the 16th, 17th, and 19th Quarterly Reports.

Fig. III-3-24 shows the number of similar events that have occurred to date.

Fig. III-3-24 Number of Reports Involving Medical Adverse Event Information to Be Shared: Events 
Relating to Bed Side Rails and Handles

January to March 
(Number of events)

April to June 
(Number of events)

July to September 
(Number of events)

October to 
December (Number 

of events)
Total (Number of 

events)

2004 2 2
2005 3 0 3 3 9
2006 5 1 3 0 9
2007 1 10 6 2 19
2008 2 1 2 1 6
2009 0 1 0 1 2
2010 0 1 3 0 4
2011 1 1 - - 2
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(2) Summary of Event
The summary of the events reported in the period under analysis in the 26th Quarterly Report is shown below.

Case 1
[Details]
The patient was admitted with a left intertrochanteric femoral fracture. Rehabilitation was progressing on the seventh 
day after surgery. The patient had cognitive issues and impairment of short-term memory was observed, with the 
patient unable to press the nurse call button appropriately to summon a nurse, so a bed occupancy sensor was fitted 
to prevent falls. At 23:00, when the nurse visited the patient’s room, s/he found the patient lying in the right lateral 
decubitus position on the floor beside the bed. The bed occupancy sensor (U-gokun) was attached to the patient’s 
nightwear with a safety pin and a clip, but the patient had removed it and fastened it to the bed rail, so it did not 
function. The rails on all four sides of the bed had been raised, but one at the foot of the bed had been lowered, so 
it was thought that the patient had lowered it and then fallen. The patient was suffering from impaired short-term 
memory, so it was difficult for him/her to explain the circumstances of the fall, but s/he mentioned that s/he had 
wanted to go to the toilet. S/he was suffering pain in the left elbow and was diagnosed with a fissured fracture of the 
left distal humerus, which underwent fixation using Altex and Ortho-Glass.

[Background and causal factors]
The bed being used by the patient was the KA-64430 electric bed for medical facilities, manufactured by Paramount 
Bed Co., Ltd. The hospital in question began to purchase this model two years ago as beds for patients admitted to 
general wards, introducing them as it updated the existing beds, and these beds currently account for about half of all 
of the hospital’s beds. On the bed in question, it is possible for the patient to operate the bed side rail level to lower 
the rail while lying on the bed. The manufacturer’s instruction manual for the bed in question states, “Please do not 
operate the side rail from within the bed. There is a risk that this might cause falls or injuries if the side rail is lowered 
rapidly.” so it appears that the risk of falling off the bed had been envisaged.

At the hospital in question, during the period concerned, there were 15 cases in which the patient him/herself had 
lowered the rail and the patient had fallen off the bed, propelled by the momentum of the rail as it was lowered. In 
one of these cases, the patient suffered cuts in three places, which required sutures. In this case, an event resulting in 
a fracture occurred.

(3) Warnings Relating to Bed Side Rails and Handles
Medical Adverse Events Related to Bed Side Rails and Handles include adverse events in which the patient’s 
head or other body part becomes trapped in a gap in the handle of a medical or home care bed and adverse 
events other than those involving such gaps, and warnings are provided concerning both of these issues. This 
report highlights warnings concerning adverse events other than those involving the gaps in handles.

In 2007, the revised Consumer Product Safety Act entered into force, obliging manufacturers and importers 
of consumer products to submit reports to the government concerning any serious accidents involving such 
products. As of February 1, 2008, reports had been submitted concerning 5 serious product-related accidents 
involving the handles of home care beds. The Medical and Assistive Device Industries Office of the Service 
Industries Division and the Product Accident Information and Analysis Office of the Product Safety Division in 
the Ministry of Economy, Trade and Industry’s Commerce and Information Policy Bureau issued the warning 
“Serious Product Accidents Resulting from Handles on Home Care Beds (Warning)”, dated February 15, 
2008. In response to this warning, the Planning Division, Promotion Division, and Division of Health for the 
Elderly in the Ministry of Health, Labour and Welfare’s Health and Welfare Bureau for the Elderly issued its 
own warning, entitled “Serious Product Accidents Resulting from Handles on Home Care Beds (Warning)”. 
Moreover, in their “Warning about Accidents Resulting from Home Care Bed Side Rails and Handles” for 
those using home care beds, the Japan Assistive Products Association and the Safety Promotion Council for 
Medical and Home Care Bed highlighted both medical adverse events involving gaps in bed side rails and 
handles and events pertaining to side rails and handles other than those involving gaps, and listed the following 
precautions.

○  In order to avoid unexpected injuries, please carry out regular checks to ensure that there are no 
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abnormalities in the product (such as the handle being wobbly or being unable to fix the stopper in 
place).

○  In order to prevent accidents such as falling off the bed, please do not allow those who cannot properly 
operate the side rail or handle to operate them.

○  Please ensure that the lock is engaged properly.

○  Please take care not to fall off the bed if operating the side rails or handles from atop the bed.

In 2008, as it had emerged that there had been 2 successive similar adverse events at medical institutions as 
well, the Ministry of Health, Labour and Welfare issued Health Policy General Notice No. 311001 from the 
Director of the General Affairs Division, Health Policy Bureau, Ministry of Health, Labour and Welfare dated 
March 11, 2008, entitled “Accidents Resulting from Bed Side Rails and Handles on Beds for Use in Medical 
Institutions and in Home Care (Warning)”, in order to alert medical institutions to the problem.

Moreover, in its Medical and Nursing Safety Information bulletin dated March 7, 2011, entitled “The Safe 
Use of Bed Rails - Preventing Patients Falling Out of Bed”, the Japanese Nursing Association noted that there 
had been multiple reports of events in which the patient operated the bed rail (side rail) lever outside the bed 
and fell out of bed as the bed rail was lowered, and introduced details of the events and the responses on the 
part of medical institutions that it deemed to be necessary. In addition, it alerted readers to the importance of 
giving consideration to using safe beds tailored to the patient’s ADL, in order to promote patient safety. This 
document set forth the status of the specific bed rail involved in each adverse event.
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<<Japanese Nursing Association  Medical and Nursing Safety Information “The Safe Use of 
Bed Rails - Preventing Patients Falling Out of Bed”>>

<<Details of Event: Figure 1>>

<<Details of Event: Figure 2>>

(4) Improvement measures taken at the medical institution in which the event 
occurred

It has been reported that the following improvement measures have been requested by the medical institutions 
where the events occurred.

Since July 2010, when 8 cases of falls from beds involving bed rails occurred, the hospital in question has 
continued to ask Paramount Bed to improve the bed rails. Paramount Bed proposed using string to fi x the 
bed rail in place, as this was a measure it had suggested when similar falls had occurred at other medical 
institutions. However, believing that this measure was not without its fl aws, the hospital in question requested 
that a stopper be fi tted to the lever, to prevent patients from operating the bed rail lever.

As an alternative solution proposed by the manufacturer, a cover was fi tted to the lever for lowering the bed 
rail, to prevent its operation by patients. However, 2 more falls from bed occurred after the covers were fi tted, 
so this is not a fundamental solution. There is concern that patients will be injured.

It is hoped that safer beds will be developed and improvements made to the environment surrounding these 
beds, with reference to the events that have been reported.
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(5) Conclusion
Events relating to bed side rails and handles were reported during the period under analysis in the 2008 Annual 
Report (P.275), and these were taken up in a Medical Adverse Event Information to Be Shared bulletin. Various 
groups and organizations have issued warnings, including the Ministry of Economy, Trade and Industry, the 
Ministry of Health, Labour and Welfare, groups focused on medical and home care beds, and the Japanese 
Nursing Association.

As detailed in the reported events, there are also cases in which, when a patient lowers a bed rail him/herself, 
the force exerted on the patient by the bed rail being lowered causes the patient to fall out of bed. As stated in 
the Japanese Nursing Association’s Medical and Nursing Safety Information bulletin entitled “The Safe Use 
of Bed Rails - Preventing Patients Falling Out of Bed”, the importance of organizations focused on medical 
and home care beds giving consideration to using safe beds tailored to the patient’s ADL has been indicated. 
Moreover, it would be desirable for medical bed manufacturers to develop bed rails that take into account 
the fact that patients with dementia or amnesia might use them without adequately understanding the bed 
mechanism or the precautions for use.

In the future, as well as providing warnings, this division will focus its attention on trends in the occurrence 
of similar events.
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[9]  Surgical Fire Due to the Flammable by Electrocautery (Medical 
Safety Information No.34)

(1) Details of Event
“Surgical fire due to the flammable by electrocautery” was taken up in Medical Safety Information No.34 
(issued in September 2009) (4 events published in Medical Safety Information; collection period: January 
2006 - July 2009).

Fig. III-3-25 shows the number of cases of ignition of medication due to the use of an electrosurgical pencil that 
have been reported to date. Of these, 1 event was reported in the period under analysis in the 27th Quarterly 
Report (July - September 2011).

Fig. III-3-25 Number of Reports Involving Surgical Fire Due to the Flammable by Electrocautery

January to March 
(Number of events)

April to June 
(Number of events)

July to September 
(Number of events)

October to 
December (Number 

of events)
Total (Number of 

events)

2004 0 0
2005 0 0 0 0 0
2006 0 0 0 1 1
2007 0 0 0 0 0
2008 0 0 0 2 2
2009 1 0 0 0 1
2010 0 0 0 0 0
2011 0 0 1 - 1

Fig. III-3-26 Surgical Fire Due to the Flammable by Electrocautery (Medical Safety Information 
No.34)

Flammable drug ignited by electrocautery  Nonproprietary name

Nobecutane L spray
Ethoxyethyl methacryl 

resin combination

Maskin R·ethanol solution (0.5w/v%)

Maskin W·ethanol solution (0.5w/v%)

Benclosid V ethanol solution (0.5%)

Chlorhexidine gluconate

Surgical fire due to the flammable
by electrocautery

Four cases of ignition of flammable drug due to using an electrocautery, 
resulting in burn in patients, have been reported (information collection period, 
from January 1, 2006 to July 31, 2009; the information is partly included in 
"Medical Adverse Event Information to Be Shared" in the 16th Quarterly Report).

◆ In addition to above drugs, there are other drugs requiring caution during handling as 
described such as "combustible products", "keep fire away" in the package insert. 

◆ Please be warned when using external antiseptics because some may contain alcohol, 
etc., as additives. 

No.34, September 2009

Medical Safety Information, Project to Collect Medical Near-Miss/Adverse Event Information; No.34, September 2009

Japan Council for Quality Health Care

Medical Safety
Information

Project to Collect Medical Near-Miss/
Adverse Event Information

Cases of ignition of flammable drug due 
to using an electrocautery, resulting in 
burn injury in patients have been reported.

Surgical fire due to the flammable by electrocautery

Case 1

The physician additionally sterilized the operative field with Maskin R·ethanol 
solution (0.5w/v%). At that time, Maskin R·ethanol solution soaked into the 
sheets. Afterwards, when the electrocautery was used, the sheets ignited, 
resulting in superficial and deep dermal burn in the patient's right chest. The 
physician used the electrocautery without confirming that Maskin R·ethanol 
solution had dried. 

Case 2

The physician sprayed Nobecutane L spray on the surgical wound. when an 
electrocautery was used for skin incision for stoma construction, the 
Nobecutane L spray on the skin ignited, causing burn in the patient. The 
physician forgot that the Nobecutane L spray is a flammable drug.  

No.34, September 2009Medical Safety
Information

Project to Collect Medical Near-Miss/
Adverse Event Information

Project to Collect Medical Near-Miss/
Adverse Event Information

Division of Adverse Event Prevention
Japan Council for Quality Health Care
1-4-17 Misakicho, Chiyoda-ku, Tokyo 101-0061 JAPAN
Direct Tel:+81-3-5217-0252  Direct Fax:+81-3-5217-0253
http://www.jcqhc.or.jp/

* As part of the Project to Collect Medical Near-Miss/Adverse Event Information (a Ministry of Health, Labour and Welfare 
grant project), this medical safety information was prepared based on the cases collected in the Project as well as on 
opinions of “Comprehensive Evaluation Panel” to prevent occurrence and recurrence of medical adverse events. See 
quarterly reports and annual reports posted on the Japan Council for Quality Health Care website for details of the Project.
http://www.med-safe.jp/

* Accuracy of information was ensured at the time of preparation but can not be guaranteed in the future.
* This information is neither for limiting the discretion of healthcare providers nor for imposing certain obligations or 

responsibilities on them.
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(2) Summary of Event
The summary of the event reported in the period under analysis in the 27th Quarterly Report is shown below.

Case
[Details]
Before closing the incision in a partial cystectomy, colectomy and fistula closure, Surgeon A disinfected the skin 
with Stericlon R ethanol solution 0.5 (containing 0.5% chlorhexidine and 83% alcohol), using a swab to disinfect 
the wound, and then sprinkled the drug solution over the surrounding skin. Subsequently, s/he asked the assisting 
physician (Surgeon B) to close the incision and made to leave the operating theater to explain to the family how 
surgery had gone. The assisting physician sought to close the incision, but a hemorrhage had occurred in part of 
the wound, and when the assisting physician used an electrosurgical pencil, the gauze that had been placed over the 
wound ignited. Normal saline was immediately poured over it to extinguish the flames, but when the sterile drapes 
were removed, excoriation thought to be a first-degree burn was observed on the front of the wound, so Rinderon 
ointment was applied.

[Background and causal factors]
•  Surgeon A did not usually disinfect the wound before closing the incision, but this case involved a colovesical 

fistula, so the surgeon used disinfectant because s/he deemed that SSI prevention was a particular necessity.
•  Surgeon A was unaware of the disinfectant constituent in Stericlon R ethanol solution 0.5, nor did s/he understand 

the usage method. (It is 83% ethanol and 0.5% chlorhexidine, but s/he thought that it was 0.5% ethanol solution.)
•  The surgeon asked the assisting physician to close the incision and then left the room. The assisting physician saw 

that Stericlon R ethanol solution 0.5 had been used and knew that there was a possibility that the electrosurgical 
pencil might cause the ethanol disinfectant to catch fire, but s/he did not think of that at the time and hemostasis 
was the priority, so s/he used the electrosurgical pencil.

(3) Events Reported During the Period Under Analysis in This Report
Fig. III-3-27 shows the medication ignited by the electrosurgical pencil in the reported event and its generic 
name.

Fig. III-3-27
Medication ignited by the electrosurgical pencil Generic name

Stericlon R ethanol solution 0.5 Chlorhexidine gluconate 
0.5 w/v% ethanol solution

In the case in question, the fact that the surgeon misunderstood the components in Stericlon R ethanol solution 
0.5 and sprinkled it on the surrounding skin was reported in the section concerning background and causal 
factors. According to the package insert, the composition of Stericlon R ethanol solution 0.5 is such that 
100mL contains 0.5g chlorhexidine gluconate (0.5w/v%) and it also contains ethanol (Japanese Pharmacopoeia 
formulation: ethanol 83% by volume).

With regard to the brand names of prescription drugs, the Pharmaceutical Safety Bureau of the Ministry of 
Health, Labour and Welfare issued Pharmaceutical Notice No.935, dated September 19, 2000 and entitled 
“Items to be Displayed on Pharmaceutical Labels and the Handing of Brand Names to Prevent Medical Adverse 
Events”. In terms of the handling of the brand names of prescription drugs, (Annex 5) 3. General Principles 
states that, “(2) As a general rule, information concerning the dosage form and the content of the active 
ingredient (or concentration, etc.) shall be appended. Example:  ○○○ (brand name) + [dosage form] + [content 
(or concentration)]” The Stericlon R ethanol solution 0.5 used in the event in question has been named in line 
with this principle and example: brand name: Stericlon R (active ingredient: chlorhexidine gluconate) - dosage 
form: ethanol - active ingredient concentration: 0.5 (concentration of chlorhexidine gluconate). However, there 
appears to be a possibility that the surgeon misunderstood the name as meaning brand name: Stericlon R 
(active ingredient: chlorhexidine gluconate) - additive: ethanol - concentration of additive: 0.5 (concentration 
of ethanol).
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Fig. III-3-28 Interpretation of the Brand Name of Stericlon R Ethanol Solution 0.5

Correct meaning
Stericlon R

Brand name (active 
ingredient)

Ethanol solution
Dosage form

0.5
Concentration of active 

ingredient

Misunderstanding by the 
surgeon

Stericlon R
Brand name (active 

ingredient)

Ethanol solution
Additive

0.5
Concentration of additive

<External appearance of the product Stericlon R ethanol solution 0.5>

It is likely that if medical personnel were unaware of the principle concerning the handling of drug brand 
names, they might misunderstand the notation of the concentration as representing the concentration of the 
“additive” listed immediately before it. The surgeon involved in this particular event knew that ethanol should 
not be used on a site where an electrosurgical pencil is to be used, but there is a possibility that, in considering 
the risk of the patient developing an SSI (surgical site infection) and the risk of the ethanol igniting, s/he judged 
that the concentration of ethanol was 0.5% by volume. There is also thought to be a possibility that the surgeon 
would not have used Stericlon R ethanol solution 0.5 had s/he correctly interpreted the meaning of the label, 
so from the perspective of medical safety, it would be desirable to give further consideration to the handling of 
brand names and warnings, in order to prevent misunderstandings.

Moreover, the fact that the assisting physician saw that Stericlon R ethanol solution 0.5 had been used and 
knew that there was a possibility that the electrosurgical pencil might cause the ethanol disinfectant to catch 
fire, but did not think of that at the time and prioritized hemostasis was also cited in the section concerning 
background and causal factors. Thus, there are cases in which, even if the physician knows about the risk of 
ignition of the medication when using an electrosurgical pencil, this knowledge is not utilized when carrying 
out a procedure with a high level of urgency, such as hemostasis.

*Also available in 5L and 10L bottles.
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(4) Improvement measures taken at the medical institution in which the event 
occurred

The following improvement measures have been reported at the medical institution where the event occurred.

(i)   Avoiding the use of disinfectant to clean surgical wounds, as this has an adverse impact on wound 
healing.

(ii)   Ensuring thorough adherence to the practice of using Stericlon R ethanol solution 0.5 to disinfect 
healthy skin only.

(iii)    In the event that the use of a disinfectant containing alcohol is unavoidable, leaving it to dry 
and using the electrosurgical pencil only after confirming that the alcohol has dispersed, as an 
electrosurgical pencil can ignite the vaporized alcohol once it permeates the area.

(iv)    Affixing a warning sticker “Use on wounds and mucosa prohibited. Flammable (caution when 
using electrosurgical pencils)” to the Stericlon R ethanol solution 0.5 bottle.

(v)    Issuing a bulletin within the medical institution concerned regarding the foregoing matters, and 
notifying the various safety committees.

(5) Conclusion
Medical Safety Information No.34, which was issued in September 2009, provided a warning about the ignition 
of medication due to the use of an electrosurgical pencil.

In the event reported during the period under analysis in the 27th Quarterly Report, the physician knew 
about the risk of the medication igniting when using an electrosurgical pencil, but there is a possibility that s/
he misunderstood the brand name notation and was unable to make use of that knowledge. Accordingly, the 
rules for the handling of brand names have been highlighted, the event has been analyzed and proposals for 
improvements have been introduced.

Fires in the operating theater are a very dangerous event, so it would be desirable to increase knowledge, 
implement physical improvements to prevent human error, and devise and thoroughly disseminate warnings.

In the future, as well as continuing to provide warnings, this division will focus its attention on trends in the 
occurrence of similar events.

(6) References
1.  Ministry of Health, Labour and Welfare. Items to be Displayed on Pharmaceutical Labels and the 

Handing of Brand Names to Prevent Medical Adverse Events. September 19, 2000, Pharmaceutical 
Notice No.935 from the Director of the Pharmaceutical Safety Bureau of the Ministry of Health, 
Labour and Welfare.

2.  Stericlon R ethanol solution 0.5 package insert. Kenei Pharmaceutical Co., Ltd. March 2008 revision 
(3rd edition).

3.  Stericlon R ethanol solution 0.5 product photograph. Kenei Pharmaceutical Co., Ltd.  (online), available 
from <http://www.kenei-pharm.com/medical/201/#photo> (last accessed 2011-10-19)
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[10]  Medical Adverse Event Information to Be Shared: Facility 
Management (11st Quarterly Report)

(1) Details of Event
Events involving facility management were reported during the period under analysis in the 2007 Annual 
Report, and these were taken up in a Medical Adverse Event Information to Be Shared bulletin. Moreover, 
events related to facility management were highlighted as recurrent or similar events in the 2010 Annual 
Report (P.319-320).

In this report, the number of search terms has been increased and a more detailed search has been carried 
out for events related to the management of the buildings and equipment at medical institutions. Fig. III-3-29 
shows the number of similar events that have been reported to date.

Of these, 3 events were reported in the period under analysis in the 27th Quarterly Report (July - September 
2011).

Fig. III-3-29 Number of Reports Involving Facility Management

January to March 
(Number of events)

April to June 
(Number of events)

July to September 
(Number of events)

October to 
December (Number 

of events)
Total (Number of 

events)

2004 1 1
2005 1 1 1 1 4
2006 2 3 0 1 6
2007 0 0 3 5 8
2008 0 6 2 6 14
2009 3 3 5 10 21
2010 2 2 2 1 7
2011 4 4 3 - 11

(2) Summary of Event
The summary of the events reported in the period under analysis in the 27th Quarterly Report is shown below.

Case 1
[Details]
Word was received that the patient, who had been seen for an outpatient consultation, had fallen over on a slope leading 
to the garden outside the hospital. When staff members rushed to attend to the patient, she was being examined in 
the emergency department, as a result of which she was diagnosed with a pubic bone fracture and was admitted for 
rest and treatment.

About 15:00, when the patient was walking down the slope, a contractor pushing a cart came up behind him/her and 
someone carrying a package was coming up the slope as well, and the patient fell a distance of about 80cm when 
trying to avoid them. A passing nurse discovered the patient and took her to the emergency department (the patient is 
taking oral medication including Bayaspirin and prednisolone). 

[Background and causal factors]
The weather was overcast on the day in question, so it was rather hard to see. The hospital was being redeveloped, so 
many contractors were coming and going, and there was considerable risk given that it was an environment through 
which patients passed. The edge of the slope was marked with fluorescent paint, but there were no railings or other 
safety measures, so there was a risk of falls. The patients and their families using the facility in question could not 
avoid using the slope (the patient in question was walking with her husband, who was deaf).
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Case 2
[Details]
The alarm on the cool box used for blood sounded so Lead Nurse A, who was on the day shift, ordered Nurse B to 
close the door and switch off the alarm, as s/he thought that it was ringing because the door of the cool box had been 
left open. As the door was not open, Nurse B, who had received the order, opened the door once and then closed it 
again before switching off the alarm. Lead Nurse A intended to switch the alarm back on later, but forgot to do so. 
At the time of the handover to the night shift, the temperature indicator on the cool box was not showing and a check 
discovered that the power cord had been unplugged. The temperature inside the cool box for storing blood had risen 
and the blood it contained had become unusable.

[Background and causal factors]
It was assumed that the alarm was caused by the door being left open and nobody checked whether the power cord 
had been unplugged. The procedure when the alarm sounded was for the staff members to identify the cause of the 
alarm, but in this particular case, staff members neglected to investigate the cause, due to a low level of awareness 
concerning alarms, and the fact that the alarm was switched off and one of the nurses in question forgot to switch it 
back on can be said to be one of the factors that led to the rise in temperature within the cool box. Moreover, it was 
difficult to notice that the power cord had been unplugged because it was connected to the socket by an 8.4m-long 
extension cable and the area in between was cluttered with various items of equipment, including the X-ray rack.

Case 3
[Details]
The patient was bathing with another patient from the same room. At 09:50, the nurse call alarm sounded from the 
bathroom and when a nurse went there, the patient was sitting on a chair in the changing room. The patient said that 
s/he had fallen over when going from the bathroom to the changing room, after s/he slipped on the bathmat. When 
s/he slipped, the patient suffered trauma to his/her left hand and buttocks. S/he complained of pain in the left wrist. 
This was reported to the attending physician and an X-ray was taken, but no clear signs of a fracture could be seen, 
so a compress was applied and the affected limb rested. The patient was then examined in the orthopedic department, 
where s/he was diagnosed with fractures of the left radius and ulna, and a fixation splint was applied.

[Background and causal factors]
On the ward, there was an awareness of the fact that the bathmat that caused the fall had a tendency to slip. Moreover, 
the bathtub was big and there was no handrail. It is unclear what the grounds were for giving permission for the patient 
to bathe unsupervised (such as evaluation of ADL, or the physician’s judgment). In this event, the limb was fixed with 
a splint without being examined by a physician between the time when the accident occurred until the patient was 
examined in the orthopedic department, demonstrating that the processes for communication with physicians and the 
acceptance of orders were not functioning.

(3) Improvement measures taken at the medical institution in which the event 
occurred

1) Case 1

(i)  Distribution of warning documents to the contractor involved the same day.

(ii)  A light with a movement sensor has been fitted above the slope.

(iii)  Following relocation of the ward, the door will be kept closed and a warning document affixed.

2) Case 2

(i)  Ensuring that the cause is checked without fail if an alarm sounds.
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(ii)   Checking instruction manuals when dealing with equipment such as cool boxes, and ensuring 
that they are used correctly.

(iii)   Transferring blood to a commercial refrigerator in the event that the alarm is temporarily switched 
off, and checking to ensure that the cool box is working properly.

(iv)   Relocating the cool box close to the socket and creating an environment that prevents the cord 
being unplugged.

3) Case 3

(i)  The bathmat was changed to one that would not slip easily.

(ii)  Rethinking the bathing standards.

(4) Details of Events Involving Facility Management Reported to Date
Of the events involving facility management reported as part of this project, this report has highlighted those 
related to buildings and those related to equipment.

72 events were reported between the start of this project and the period under analysis in the 27th Quarterly 
Report (July - September 2011), and the details of these are summarized in Fig. III-3-30.

With regard to the most common events involving buildings, 12 involved floors, 7 windows, 5 toilets, and 5 
bathrooms. With regard to the most common events involving equipment, 10 involved electricity, 7 cool boxes, 
warmers or freezers, 6 medical gas, and 5 escalators. We intend to analyze the detailed content of each event 
in a future report.

Fig. III-3-30 Details of Buildings and Equipment Involved

Details of buildings and equipment involved Number of 
events

Buildings 33
Floors Steps, materials, floor seams, water spills, etc. 12
Windows Fixed-width windows, lack of equipment, etc. 7

Toilets Steps, toilet seat height, emergency door-open 
devices, hand-rails, etc. 5

Bathrooms Steps, tiles, faucets, mats, etc. 5
Doors Chains for opening and closing 1
Ceilings 1
Stairs 1
Washrooms Steps 1

Equipment 35
Electricity Sockets, power cords, power supply, etc. 10
Cool boxes, warmers, freezers 7

Medical gas Piping systems for oxygen and other gases, gas 
cylinders, etc. 6

Escalators 5
Water supply and drainage Piping system, etc. 3
Elevators 2
Serving trolleys 1
Chairs 1

Other 4

Locations under construction Holes dug for construction purposes, inspection 
hatches, etc. 2

Car parks 1
Water tanks for waterproofing purposes 1

Total 72
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(5) Conclusion
As well as introducing 3 events involving facility management that were reported during the period under 
analysis in the 27th Quarterly Report (July - September 2011), a summary has been provided of the details of 
the buildings and equipment involved in the 72 events involving facility management that have been reported 
between the beginning of this project and the period under analysis in this report. We intend to analyze the 
detailed content of each event and publish this analysis in a future report.

In the future, as well as providing warnings, this division will focus its attention on trends in the occurrence 
of similar events.
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[11]  Medical Adverse Event Information to Be Shared: Event Relating to 
Intraocular Lenses (15th Quarterly Report)

(1) Details of Event
There were some reported events relating to intraocular lenses during the period under analysis in the 15th 
Quarterly Report (July - September 2008), and these were taken up in a Medical Adverse Event Information 
to Be Shared bulletin. Moreover, the topic “Event relating to intraocular lenses” was highlighted in terms of 
recurrent or similar events in the 2010 Annual Report (P.360-361).

In this report, the number of search terms has been increased and a more detailed search has been carried out 
for events related to the strength (refractivity) of intraocular lenses. Fig. III-3-31 shows the number of similar 
events that have been reported to date.

Of these, 2 events were reported in the period under analysis in the 27th Quarterly Report (July - September 
2011).

Fig. III-3-31 Number of Reports Involving Event Relating to Intraocular Lenses

January to March 
(Number of events)

April to June 
(Number of events)

July to September 
(Number of events)

October to 
December (Number 

of events)
Total (Number of 

events)

2004 0 0
2005 0 0 0 2 2
2006 3 0 1 0 4
2007 0 1 2 0 3
2008 3 1 2 1 7
2009 2 1 0 0 3
2010 2 0 1 1 4
2011 4 0 2 - 6

(2) Summary of Event
The summary of the events reported in the period under analysis in the 27th Quarterly Report is shown below.

Case 1
[Details]
Ultrasonic cataract surgery was carried out and an intraocular lens was inserted as planned, but a lens that had been 
prepared for the next case for surgery was inserted by mistake.

[Background and causal factors]
On the day in question, 4 cases were due to undergo ophthalmic surgery, so multiple lenses were prepared in the 
operating theater for those 4 cases. The patient in question was the second case. In order to ensure that surgery 
proceeded smoothly, the charge nurse placed the lenses that were not required on the trolley. When s/he did so, s/
he remembered the patient due next and left only the intraocular lens for the next patient on the trolley. The charge 
nurse was handing the instruments to the physician in place of the scrub nurse, as the latter had left his/her post 
immediately before the intraocular lens was placed in the operative field, as there was insufficient irrigating solution. 
As a result, it was the scrub nurse who placed the intraocular lens in the operative field. The scrub nurse thought that 
the lens on the trolley had been checked. The mistake was discovered when the intraocular lens that was due to be 
used could not be found when preparing for the third, and it was realized that the lens for the third patient had been 
used for the second patient. 
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Case 2
[Details]
The wrong intraocular lens was inserted during surgery on a cataract patient. Originally, it was planned to perform 
cataract surgery on both eyes (operating on the left eye a week after the right eye), but the intraocular lens prepared on 
the day of surgery on the right eye was actually the lens that was due to be used in surgery on the left eye a week later. 
In the morning a week later, when preparing the intraocular lens, it was discovered that the intraocular lens for the 
right eye surgery a week earlier was still in the dispensary, and a check revealed that the intraocular lens for the left 
eye surgery had actually been used for the right eye surgery the week before. The procedure was for the intraocular 
lenses to be used that day to be placed in a cart at the dispensary and brought to the operating theater, where the nurse 
would check the date and the eye to be operated on, and then carry out a double-check with the physician at the time 
of inserting the intraocular lens, but despite this, the mistake was not noticed.

[Background and causal factors]
The causes of this event are thought to have been, firstly, the fact that the wrong intraocular lens was prepared in the 
dispensary and, secondly, the fact that a proper double-check did not take place in the operating theater.

(3) Improvement measures taken at the medical institution in which the event 
occurred

The following improvement measures have been reported at the medical institution where the event occurred.

1) Thorough adherence to procedure when bringing intraocular lenses into surgery

(i)  Minimizing, as far as possible, the number of lenses brought into the operating theater.

(ii)   Ensuring that the physician selects the intraocular lens about a week before surgery and retains 
it for safekeeping during that period. Ensuring that the intraocular lens chosen in advance is 
selected no more than a week before surgery.

(iii)  Re-checking the instruction manual for intraocular lenses.

2) Check immediately before surgery

(i)   Ensuring that the surgeon and assisting physician together check the patient’s name, the order 
sheet, and the lens immediately before placing the lens in the sterilized area.

(ii)  Specifying the site where the lens is to be placed immediately after the double-check.

3) Other

(i)  Rethinking the division of labor among the theater nurses.

(4) Details of Events Relating to Intraocular Lenses Reported to Date
29 events were reported between the start of this project and the period under analysis in the 27th Quarterly 
Report (July - September 2011), and the details of these are summarized in Fig. III-3-32.

In terms of the details of the events, 4 involved “left-right mix-up”, 9 involved “patient mix-up”, and 16 involved 
“lens strength (refractivity) error”.

“Left-right mix-up” refers to events that occurred because of using intraocular lenses with different strengths 
in the left and right eyes of a single patient, while “patient mix-up” refers to events that occurred in situations 
where multiple cases of cataract surgery were being performed on the same day. In addition, “lens strength 
error” includes cases in which data such as the axial length and the radius of curvature of the cornea were 
inaccurate, the data were input incorrectly, or there was an error in the verbal order.
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Fig. III-3-32 Details of Events Relating to Intraocular Lenses

Details of events involving intraocular lenses Number of 
events

Left-right mix-up Left-right mix-up of intraocular lens to be used on the same patient 4

Patient mix-up Mix-up with intraocular lens prepared for another patient 9

Lens strength error 16

Inaccurate data, such as axial length and radius of curvature of the cornea 5

Error in verbal order 3

Mistake in notation on the record or docket 4

Error in preparation 1

Unknown 3

Total 29

(5) Conclusion
As well as introducing 2 events relating to intraocular lenses that were reported during the period under 
analysis in the 27th Quarterly Report (July - September 2011), a summary has been provided of the details of 
mistakes and number of events involving each type of mistake, such as left-right mix-up, among the 29 events 
relating to intraocular lenses that have been reported. We intend to analyze the detailed content of each event 
and publish this analysis in a future report.

In the future, as well as providing warnings, this division will focus its attention on trends in the occurrence 
of similar events.



III 

- 461 -

3. Recurrence of Events and the Occurrence of Similar Events

[12] Burn during Assisted Bathing (Medical Safety Information No.5)
(1) Details of Event
“Burn during assisted bathing” was taken up in Medical Safety Information No.5 (issued in April 2007), 
which highlighted reported events in which patients suffered burns as a result of staff members failing to check 
the temperature of the hot water immediately before placing the patient in the water when assisting them to 
bathe (2 events published in Medical Safety Information; collection period: October 2004 - December 2006).

Fig. III-3-33 shows the number of events involving burn during assisted bathing that have occurred 
to date.

January to March 
(Number of events)

April to June 
(Number of events)

July to September 
(Number of events)

October to 
December (Number 

of events)
Total (Number of 

events)

2004 0 0
2005 0 0 0 0 0
2006 1 0 0 1 2
2007 0 3 0 0 3
2008 0 1 0 0 1
2009 0 0 0 0 0
2010 0 1 1 0 2
2011 1 1 1 1 4

Fig. III-3-34 Burn during Assisted Bathing (Medical Safety Information No.5)

Burn during assisted bathing

Fifteen cases of burn resulting from "nursing care" were reported. (information 
collection period, from October 1, 2004 to December 31, 2006; the information is 
partly included in "Medical Adverse Event Information to Be Shared" in the 5th 
Quarterly Report)

◆Both cases involved patients who were not able to communicate sufficiently due to diseases.

Suitable
temperature Setting

…checked beforehand…

…did not check beforehand…
Burn

Reconfirmation

Among the reported cases, 2 cases of burn 
during bathing assistance occurred due to 
not checking the hot water temperature 
beforehand. 

No. 5, April 2007

Medical Safety Information, Project to Collect Medical Near-Miss/Adverse Event Information; No. 5, April 2007

Japan Council for Quality Health Care

Medical Safety
Information

Project to Collect Medical Near-Miss/
Adverse Event Information

The nurse prepared water set at a higher temperature than normal for an 
elevating bath (a lift bath with a patient in a supine position), and assisted the 
patient into the bath before checking the temperature. When the nurse put her 
hand in the bath water, it was too hot to bath. She immediately assisted the 
patient out of the bath. At that time, excoriation was observed on the patient's 
skin. The patient was, thereafter, diagnosed with dermal burn as large as 25% 
of the body surface by a dermatologist. 

Case

Burn during assisted bathing

Preventive measures taken at the medical institution in which the event occurred.

Check the water temperature with one's bare hand or 
the inside of the upper arm, right before assisting the 
patient into the bath.

No. 5, April 2007Medical Safety
Information

Project to Collect Medical Near-Miss/
Adverse Event Information

Project to Collect Medical Near-Miss/
Adverse Event Information

Division of Adverse Event Prevention
Japan Council for Quality Health Care
1-4-17 Misakicho, Chiyoda-ku, Tokyo 101-0061 JAPAN
Direct Tel:+81-3-5217-0252  Direct Fax:+81-3-5217-0253
http://www.jcqhc.or.jp/html/index.htm

* As part of the Project to Collect Medical Near-Miss/Adverse Event Information (a Ministry of Health, Labour and Welfare 
grant project), this medical safety information was prepared based on the cases collected in the Project as well as on 
opinions of “Comprehensive Evaluation Panel” to prevent occurrence and recurrence of medical adverse events. See 
quarterly reports and annual reports posted on the Japan Council for Quality Health Care website for details of the Project.
http://www.med-safe.jp/

* Accuracy of information was ensured at the time of preparation but can not be guaranteed in the future.
* This information is neither for limiting the discretion of healthcare providers nor for imposing certain obligations or 

responsibilities on them.
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(2) Summary of Event
The summary of the event reported in the period under analysis in the 28th Quarterly Report is shown below.

Case
Nurse A had borrowed a bath equipped with a lift on another ward and was preparing the hot water in the bathtub. 
Subsequently, s/he and Nurse B used a stretcher to transport the patient to the ward. Three students also asked to 
observe the process. They transferred the patient to a stretcher for use with the bath equipped with a lift and helped 
the patient to undress. At 14:30, before placing the patient in the bathtub, Nurse A was going to wash him/her under 
the shower, but Nurse B advised “The patient will probably feel cold if we don’t put him/her in the bathtub first”, 
so Nurse A replied “Oh, yes, I suppose so” and just directed the water from the shower head onto the patient. When 
Nurse A pressed the “Bathe” button to start bathing the patient, the bathtub rose, but when the patient’s back touched 
the water, the patient complained that it was hot and turned into the left lateral decubitus position, grasping Nurse A’s 
hand. The nurse immediately pressed the button to remove the patient from the water and the bathtub was lowered 
again. There was redness on the posterior surface of the patient’s upper arms, the posterior surface of the lower 
limbs, the back and the buttocks, so the nurse showered the patient with cold water. The thermometer in the bathtub 
indicated that it was 52-53°C. While showering the patient with cold water, the event was reported to the attending 
physician, who examined the patient there and then.

The patient was then taken back to his/her hospital room, where the attending physician examined him/her again. 
The patient was found to have blisters on the left greater trochanter area and left calcaneal region. After consulting 
the dermatology department by telephone, the physician ordered Antebate to be applied to the posterior surface of 
the upper arms, the posterior surface of the lower limbs, the back, the buttocks, and the left heel, with the burns to be 
protected with gauze (second-degree burns).

The patient was examined in the dermatology department four days after the event and application of Antebate lotion 
to the back and buttocks was halted. The order was given to puncture the blisters, apply Antebate lotion, and protect 
the affected areas with gauze.

(3) Background and factors behind the event
At the medical institution where the event occurred, there were two opportunities for the nurse to check the 
temperature of the hot water in the bathtub: (i) when filling the bathtub with hot water; and (ii) immediately 
before assisting the patient to bathe. The background and causal factors in each situation are analyzed below.

(i) When filling the bathtub with hot water

•  The hospital in question had multiple baths equipped with a lift, but they had been installed at 
different times, so the operating methods and functions differed depending on the ward.

•  The ward in question had few patients who used the bath equipped with a lift, so the nurse was not 
accustomed to the operating procedure.

•  The apparatus used a lever that could be set to a maximum of 62°C, but it had no lock function. A 
lamp was supposed to flash when the temperature approached 45°C.

(ii) Immediately before assisting the patient to bathe

•  The [Nursing Care] part of the procedure for baths equipped with a lift stated that temperature of 
the hot water in the bathtub should be checked and water from the bath poured onto the patient. The 
shower near the bathtub was used.

•  The nurses omitted to check the hot water, which is an elementary task in assisted bathing.

•  Each had a misplaced sense of confidence that the other had checked the temperature.
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•  Over-reliance on digital and automatic settings had developed, and it had become uncommon for 
those assisting with bathing to actually touch the water to check it themselves.

•  There were factors contributing to the failure to check, but the fact that such a basic action as checking 
the temperature of hot water did not take place demonstrates that temperature checks of hot water 
were not a routine procedure.

(4) Warnings Related to Burns During Assisted Bathing
After Medical Safety Information No.5 “Burn during assisted bathing” was issued as part of this project, 
the Japanese Nursing Association used the events detailed therein to compile “Safety Measures Related to 
Assistance with Daily Living - Preventing Burns During Assisted Bathing”, which it issued in March 2008. 
The examples of measures presented in this bulletin were as follows: (i) Ensuring that the staff member 
providing assistance with bathing checks the water temperature with his/her bare hand or inside of the upper 
arm, immediately before assisting the patient into the bath; (ii) Devising safety checks or equipment for bathing 
equipment within the facility; and (iii) Compiling or revising standards or a manual for use within the facility.

Partial Extract from Medical and Nursing Safety Information “Safety Measures Related 
to Assistance with Daily Living - Preventing Burns during Assisted Bathing” (Japanese 
Nursing Association)

Examples of measures

1)  Ensuring that the person providing assistance with bathing checks the temperature of the 
hot water with his/her bare hand or inside of the upper arm, immediately before assisting the 
patient into the bath

2)   Implementing safety checks and improvements of equipment used in bathing within the 
facility

  Example: Devising equipment to ensure that the water in the shower or bathtub does not exceed a set 
temperature

3)  Compiling or revising standards or a manual for use within the facility
  Example: Methods for checking the temperature (consider using a water temperature gauge, standards for 

wearing gloves during assisted bathing, etc.)

* There are occasions when personnel other than nursing staff assist with bathing. It is important to share 
information and ensure that it is common knowledge, as well as clarifying responsibility.

(5) Improvement measures taken at the medical institution in which the event 
occurred

The following improvement measures have been reported at the medical institution where the event occurred.

(i) When filling the bathtub with hot water

•  In terms of checks of the water temperature when multiple staff members are involved in assisted 
bathing, ensuring that each staff member checks their own tasks in accordance with the procedures 
that they are meant to follow. 

•  Checking the temperature setting before preparing the hot water.
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(ii) Immediately before assisting the patient to bathe

•  Ensuring that the person assisting with bathing checks the temperature of the water in the bathtub 
with his/her bare hand immediately before assisting the patient into the bath.

•  Using the hot water in the bathtub rather than the shower to pour water over the patient being assisted.

(iii) Maintenance of equipment

•  Requesting that equipment be replaced with new models that have a lock function on the temperature 
setting, to ensure that mistakes are not made as a result of human error.

(iv) Education

•  Educating staff members concerning the importance of using one’s own hand to check the water 
temperature.

(v) Other

•  Displaying warnings in bathrooms and bathrooms equipped with a lift about checking the temperature.

• Checking the assisted bathing procedure when using baths equipped with a lift.

(6) Conclusion
In terms of preventive measures taken at the medical institutions in which the events occurred, Medical Safety 
Information No.5, which was issued in April 2007, stated, “Check the water temperature with one’s bare 
hand or the inside of the upper arm, right before assisting the patient into the bath.” In the case detailed in 
the 28th Quarterly Report, the section concerning the background factors summarized the opportunities for 
checking the temperature of the hot water in the bathtub as (i) when filling the bathtub with hot water; and 
(ii) immediately before assisting the patient to bathe. In addition, the report introduced examples of measures 
suggested by the Japanese Nursing Association.

In the future, as well as continuing to provide warnings, this division will focus its attention on trends in the 
occurrence of similar events.

(7) References
1.  Japanese Nursing Association. Medical and Nursing Safety Information “Safety Measures Related to 

Assistance with Daily Living - Preventing Burns during Assisted Bathing”. (online), available from  
http://www.nurse.or.jp/nursing/practice/anzen/pdf/2008/20080311.pdf (last accessed 2011-12-20)
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[13]  Failure to release “standby” mode when resuming ventilation 
(Medical Safety Information No.37)

(1) Details of Event
“Failure to release “standby” mode when resuming ventilation” was taken up in Medical Safety Information 
No.37 (issued in December 2009), which highlighted reported events in which the patient was fitted with 
a ventilator in standby mode, resulting in ventilation of the patient not taking place (4 events published in 
Medical Safety Information; collection period: January 2006 - October 2009).

Fig. III-3-35 shows the number of events involving Failure to release “standby” mode when resuming ventilation 
reported to date.

Fig. III-3-35 Number of Reports Involving Failure to release “standby” mode when resuming 
ventilation

January to March 
(Number of events)

April to June 
(Number of events)

July to September 
(Number of events)

October to 
December (Number 

of events)
Total (Number of 

events)

2004 0 0
2005 0 0 0 0 0
2006 1 0 0 0 1
2007 1 0 0 0 1
2008 0 0 0 0 0
2009 1 1 0 0 2
2010 0 0 0 0 0
2011 0 0 0 1 1

Fig. III-3-36 Failure to release “standby” mode when resuming ventilation (Medical Safety 
Information No.37)

Four cases where ventilation was not carried out because ventilator attached to 
a patient was in "standby" mode have been reported (information collection 
period: from January 1, 2006 to October 30, 2009; the information is partly 
included in "Individual Theme Review" in the 18th Quarterly Report).

Failure to release "standby" mode
when resuming ventilation

 Many ventilators currently sold are equipped with a "standby," "standby mode," and 
"standby function." For specifications of individual devices, please check instruction 
manuals, etc.

"Standby" mode 
is a function of ventilators to set up an appropriate ventilation 
conditions and to confirm the alarm function before attaching 
respiratory circuit to the patient and starting operation. In this 
condition, mechanical ventilation is not carried out for a patient. 
The displayed mode name varies depending on ventilator 
model such names as "standby," "standby mode," "standby 
function," etc.

No.37, December 2009

Medical Safety Information, Project to Collect Medical Near-Miss/Adverse Event Information; No.37, December 2009

Japan Council for Quality Health Care

Medical Safety
Information

Project to Collect Medical Near-Miss/
Adverse Event Information

Mechanical ventilation is not 
carried out in "standby" mode.

Failure to release "standby" mode
when resuming ventilation

Complementary comment by the Comprehensive Evaluation Panel

While attaching a ventilator, confirm patient's appropriate 
ventilation by observing chest wall movement.

The patient temporarily removed the ventilator (Servo-i Universal) to go to a toilet, and 
switched to nasal oxygen administration. At the time, the nurse C turned the ventilator 
mode to "standby." When the patient returned, the nurse D performed sputum suction 
for the patient, and attached the ventilator. At that time, the nurse D forgot to switch the 
mode of the ventilator from "standby" to "on." 

Case 2

Case 1
The patient was connected to a ventilator (Servo-i) to support spontaneous breathing. 
The nurse A switched the mode of the ventilator from "on" to "standby" in order to 
change the patient's body position, and changed the position with the nurse B. Then, 
the nurse A left the patient room without switching the mode of the ventilator from 
"standby" to "on." After a while, the nurse A returned to the patient room and noticed 
that the mechanical ventilation was not being carried out. 

No.37, December 2009Medical Safety
Information

Project to Collect Medical Near-Miss/
Adverse Event Information

Project to Collect Medical Near-Miss/
Adverse Event Information

Division of Adverse Event Prevention
Japan Council for Quality Health Care
1-4-17 Misakicho, Chiyoda-ku, Tokyo 101-0061 JAPAN
Direct Tel:+81-3-5217-0252  Direct Fax:+81-3-5217-0253
http://www.jcqhc.or.jp/

* As part of the Project to Collect Medical Near-Miss/Adverse Event Information (a Ministry of Health, Labour and Welfare 
grant project), this medical safety information was prepared based on the cases collected in the Project as well as on 
opinions of “Comprehensive Evaluation Panel” to prevent occurrence and recurrence of medical adverse events. See 
quarterly reports and annual reports posted on the Japan Council for Quality Health Care website for details of the Project.
http://www.med-safe.jp/

* Accuracy of information was ensured at the time of preparation but can not be guaranteed in the future.
* This information is neither for limiting the discretion of healthcare providers nor for imposing certain obligations or 

responsibilities on them.

When attaching a ventilator to a patient after using a 
function such as "standby," mode, check the mechanical 
ventilation after pressing a start button. 

Preventive measures taken at the medical institutions in which the events occurred.
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(2) Summary of Event
The summary of the event reported in the period under analysis in the 28th Quarterly Report is shown below.

Case
[Details]
When carrying out aspiration on a patient who had been fitted with a ventilator (Servo i) because s/he was unconscious 
and had hardly any spontaneous respiration, the nurse set the ventilator to standby mode and forgot to disengage this 
mode after completing aspiration.

[Background and causal factors]
The ventilator was set to standby mode, a function that was not normally used during aspiration.

Within the hospital in question, it was recommended that aspiration of patients fitted with ventilators take place using 
the suction support function, but there were staff members who happened to use the ventilator in standby mode and 
felt that it was easier to use this mode during aspiration, as there was no fountaining effect, so they continued to use 
standby mode for aspiration.

The nurses who used the standby function only used it with patients who had spontaneous respiration, as they would 
not be ventilated when standby mode was engaged. After use, they always disengaged the standby function and took 
care to observe the patient’s respiratory condition.

(3) What is “Standby” Mode?
Medical Safety Information No.37 states that, “’Standby’ mode is a function of ventilators to set up an 
appropriate ventilation conditions and to confirm the alarm function before attaching respiratory circuit to the 
patient and starting operation. In this condition, mechanical ventilation is not carried out for a patient.” We 
would like medical personnel to check the package inserts and instruction manuals for the ventilators used at 
each medical institution.

(4) Warnings Concerning Standby Mode
The package insert for the ventilator used in the case in question provides the following warnings concerning 
not using the ventilator in standby mode when it is being used on a patient and, if aspiration has been carried 
out in standby mode, pressing the ventilation start key and checking that ventilation of the patient has begun 
after completing the procedure.

Partial Extract from the <Precautions for Use> Package Insert

2.  Please do not use standby mode when a patient is using it.

3.  If carrying out procedures such as aspiration in standby mode, please 
ensure that you connect the ventilator circuit properly after completing the 
procedure, then press the ventilation start key and check that ventilation of 
the patient has begun.
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(5) Improvement measures taken at the medical institution in which the event 
occurred

The following improvement measures have been reported at the medical institution where the event occurred.

(i)  Conducting thorough checks before carrying out a task and thorough observation of the patient 
afterwards

•  Staff members were alerted to the issue by displaying the warning “check the movement of the 
patient’s thorax after procedures” on the main unit of the ventilator.

(ii) Prohibiting use of the standby function during aspiration

•  “Use of standby function during aspiration prohibited” added to the manual.

(iii) Ensuring that events are common knowledge

•  The Director of the Medical Safety Office informed physicians of the circumstances of the adverse 
event and told them that use of the standby function during aspiration was prohibited.

•  The charge nurses informed each and every nurse individually that use of the standby function 
during aspiration was prohibited.

•  The results of these efforts to ensure widespread awareness of the issue were checked during hospital 
rounds.

(iv) Ventilator training for nurses

•  Elementary training for nurses who had never used ventilators before or who had not used one 
for several years, with the objective of having them actually get a feel for using ventilator-related 
equipment and acquire the ability to operate it safely.

•  Intermediate training for nurses involved in managing patients on ventilators, with the objective of 
having them learn the basics of the management of patients fitted with ventilators and develop the 
ability to provide care safely, while understanding the practical risks.

(v) Revision of the ventilator manual

•  A checklist has been formulated concerning whether the manual is actually being put into practice 
by staff members, and the intention is to establish a system wherein only those who follow the 
procedures in the manual are allowed to operate ventilators.

(6) Conclusion
With regard to the fact that patients are not ventilated when the ventilator is in “standby” mode, Medical Safety 
Information No.37, which was issued in December 2009, provided a warning and also appended the following 
advice from the Comprehensive Evaluation Panel: “While attaching a ventilator, confirm patient’s appropriate 
ventilation by observing thorax movement.”

In the future, as well as continuing to provide warnings, this division will focus its attention on trends in the 
occurrence of similar events.

(7) References
1. Servo Ventilator series package insert. Fukuda Denshi Co., Ltd. June 2011 revision (5th edition).
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[14]  Accidental Ingestion of PTP Sheets (Medical Safety Information 
No.57)

(1) Details of Event
“Accidental ingestion of PTP sheets” was taken up in Medical Safety Information No.57 (issued in August 
2011), which highlighted reported events in which patients accidentally took oral medication without removing 
it from the PTP sheet (14 events published in Medical Safety Information; collection period: January 2007 - 
June 2011).

Fig. III-3-37 shows the number of events involving accidental ingestion of PTP sheets that have occurred to 
date.

Fig. III-3-37 Number of Reports Involving Accidental Ingestion of PTP Sheets

January to March 
(Number of events)

April to June 
(Number of events)

July to September 
(Number of events)

October to 
December (Number 

of events)
Total (Number of 

events)

2004 0 0
2005 0 0 1 0 1
2006 0 0 0 0 0
2007 0 0 0 0 0
2008 0 0 1 0 1
2009 1 3 1 0 5
2010 1 2 1 2 6
2011 2 0 2 6 10

Fig. III-3-38 Accidental Ingestion of PTP Sheets (Medical Safety Information No.57)

Fourteen cases of taking medicine without removing the PTP sheets, have been 
reported (information collection period: from January 1, 2007 to June 30, 2011; 
the information is partly included in “Individual Theme Review” (p.100) in the 
23rd Quarterly Report).

Accidental ingestion of PTP sheets

Cases of taking medicine without removing 
the PTP sheets have been reported.

Image of Case 1 Image of Case 2

◆ PTP (Press Through Package) sheets are packages where medicine is wrapped in 
plastic or aluminum. 

◆ Six cases out of fourteen reported cases selected “mental disorder,” “disturbance of 
consciousness,” or “dementia/amnesia,” as the patient condition just before the case 
occurred.

No.57, August 2011

Medical Safety Information, Project to Collect Medical Near-Miss/Adverse Event Information; No.57, August 2011

Japan Council for Quality Health Care

Medical Safety
Information

Project to Collect Medical Near-Miss/
Adverse Event Information

Accidental ingestion of PTP sheets
Case 1

The hospitalized patient swallowed an Alfarol capsule as is, without taking it out of the PTP sheet. 
The medicine was removed from the upper esophagus by endoscope.

Case 2
The nurse brought oral medicine to the patient and put the contents out of the one-dose 
package, and Harnal and Aricept still in PTP sheets, into the medicine cup. The patient 
swallowed the medicine and the medicine in PTP sheets together at the same time. Afterwards, 
gastroendoscopy was performed.

The ministry of Health, Labour and Welfare has issued notification regarding 
measures to prevent accidental ingestion of PTP sheets.

○ Issued by the General Affairs Division of the Health Policy Bureau, No.0915-2, the General Affairs 
Division of the Pharmaceutical and Food Safety Bureau, No.0915-5, the Safety Division of the 
Pharmaceutical and Food Safety Bureau, No.0915-1, September 15, 2010

○ Issued by the Safety Division of the Pharmaceutical and Food Safety Bureau, No.0915-3, 
September 15, 2010

No.57, August 2011Medical Safety
Information

Project to Collect Medical Near-Miss/
Adverse Event Information

Project to Collect Medical Near-Miss/
Adverse Event Information

•Unless necessary, do not separate the PTP sheets into individual tablets. 
•Provide medicine in one-dose package form as much as possible, 

depending on the understanding ability of the patient.
•Warn the patient of accidental ingestion of PTP sheets.  

Preventive measures taken at the medical institutions in which the events occurred.

•When distributing medicine, do not give medicine in different forms, 
such as medicine wrapped in PTP sheets and one-dose packaged 
medicine, at the same time.
•Explain to the patient the risk of accidental ingestion of  the each piece 

of PTP sheet with a tablet which was cut out from the whole sheet.

Complementary comment by the Comprehensive Evaluation Panel

Division of Adverse Event Prevention
Japan Council for Quality Health Care
1-4-17 Misakicho, Chiyoda-ku, Tokyo 101-0061 JAPAN
Direct Tel:+81-3-5217-0252  Direct Fax:+81-3-5217-0253
http://www.jcqhc.or.jp/

* As part of the Project to Collect Medical Near-Miss/Adverse Event Information (a Ministry of Health, Labour and Welfare 
grant project), this medical safety information was prepared based on the cases collected in the Project as well as on 
opinions of “Comprehensive Evaluation Panel” to prevent occurrence and recurrence of medical adverse events. See 
quarterly reports and annual reports posted on the Japan Council for Quality Health Care website for details of the Project.
http://www.med-safe.jp/

* Accuracy of information was ensured at the time of preparation but can not be guaranteed in the future.
* This information is neither for limiting the discretion of healthcare providers nor for imposing certain obligations or 

responsibilities on them.
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(2) Summary of Event
The summary of six events reported in the period under analysis in the 28th Quarterly Report is shown below.

Case 1
[Details]
The patient was self-managing his/her oral medication. After surgery, the patient was receiving assistance from a 
nurse in taking oral medication, but on the third day after surgery, it was decided after consultation with the patient 
that s/he could self-manage when taking his/her oral medication. After taking his/her morning medication (one 
Lipovas tablet and one Calslot tablet), the patient pressed the nurse call button and reported to the nurse that s/he had 
taken the medication while it was still inside the PTP sheet.

The nurse immediately reported this to the physician, who performed an endoscopy and was able to remove one 
of the tablets using forceps, but it was difficult to extract the other tablet, so it was decided to monitor the patient’s 
progress. Four days later, the PTP sheet was found in the patient’s stools. Abrasion of part of the esophageal mucosa 
was observed during a subsequent endoscopy.

[Background and causal factors]
• There was a possibility that the evaluation of the patient’s ability to self-manage had been inadequate.
•  For patients under nurse management, the PTP sheets were separated into individual tablets and packaged together 

according to the time at which they should be taken, but in the case of patients who were self-managing their 
medications, the medication was returned to them as it was, with the PTP sheets separated.

Case 2
[Details]
After dinner, a patient who had been admitted with pneumonia was given one dose of Warfarin, which s/he was 
taking under nurse management, with the PTP sheet separated into a single tablet. 30 minutes after the drug was 
handed over, there was a call from the patient to say that s/he might have taken it while it was still inside the PTP 
sheet. It could not be located by means of a thoracoabdominal CT, but it was found and extracted from the stomach 
by means of an upper gastrointestinal endoscopy.

[Background and causal factors]
•  There had previously been an adverse event involving the accidental ingestion of PTP sheets, so the pharmaceutical 

department was in the process of checking that it was common knowledge that drugs should be handed over 
without separating them into individual tablets, as far as possible.

•   In situations in which this was unavoidable, such as in the outpatient department, sheets separated into individual 
tablets in the pharmaceutical department were stuck onto a single sheet with the instructions for taking them, 
before being handed over.

•  As nurses handed out the drugs on the wards, a similar system was not used, but tablets were removed from the 
sheet and given to patients as individual doses.
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Case 3
[Details]
After breakfast, the nurse placed PTP sheets containing three types of oral medication into a drug administration 
case, separating the sheets into individual tablets, and handed the case to the patient. While the nurse was assisting 
another patient with his/her meal, the first patient took the medication while it was still inside the PTP sheet. The 
medication was recovered via gastroscopy.

[Background and causal factors]
•  There was no awareness of the fact that the patient had reduced cognition and capacity to understand, and no 

awareness of the danger.
•  It was the first day of admission.
• It had not been explained to the patient that the drug was inside the PTP sheet.
• The drug case was opaque, so one could not see what was inside it unless one peered into it from above.

Case 4
[Details]
After dinner, when the primary nurse was distributing the medications, s/he gave the patient 1 Mevalotin tablet, still 
in the PTP sheet.

At around 18:30, the patient complained, “I took the medicine as it was. I was rushing.” An emergency endoscopy 
was performed and the PTP sheet was removed, as it had become caught in the esophageal orifice. There was a very 
small amount of bleeding, but this stopped immediately.

[Background and causal factors]
•  The patient was meant to be managed by a nurse, but the staff member concerned handed over the medication 

without removing it from the PTP sheet.

Case 5
[Details]
Gastrointestinal symptoms and feelings of fatigue were observed in a patient on the tenth day after chemotherapy for 
lung cancer. At dinner, the patient was experiencing loss of appetite, although s/he suffered no nausea or vomiting, so 
s/he remained recumbent even when the meal was served. The patient required assistance in taking oral medication, 
but the staff member concerned neglected to check and just placed the patient’s drugs on his/her overbed table when 
dinner was being served and then left the room.

When the staff member concerned visited the room and checked whether any drugs were left, as sheet with the 
oral medication was empty, the patient complained, “I took the medicine without opening it and now my throat is 
stinging.” There was no empty PTP sheet for the one Loxonin tablet and although s/he checked the patient’s oral 
cavity, pharynx and larynx, s/he could not find it.

As there was a possibility that the shape of the Loxonin tablet package (separated into individual tablets) might cause 
a gastrointestinal hemorrhage or perforation, an emergency endoscopy was carried out and the sheet was extracted 
from the esophageal orifice. When extracting it, there was slight damage to the mucosa. There was also a small 
amount of bleeding.

[Background and causal factors]
•  Efforts were made to communicate in the course of the conversation during the evening round, but the patient was 

vomiting and experiencing feelings of fatigue following chemotherapy, and also had a temperature of 37-37.5°C, 
so there was a possibility that this had brought about a decline in the patient’s judgment.

•  As the patient sometimes spilled his/her oral medication, s/he was provided with assistance in taking it by removing 
the medication from its packaging and placing it in a cup. However, in this case the medication was not removed 
from the sheet before being placed into the cup, and the staff member in question then left the room, leaving 
the cup on the overbed table. Assistance in taking oral medication was not provided, so there was insufficient 
monitoring and checking.
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Case 6
[Details]
It was reported that, when taking Lasix after breakfast, the patient had accidentally ingested the sheet and attached 
staple as well. The patient apparently noticed because of the pain when it passed through his/her throat. This was 
reported to the physician, who ordered an abdominal X-ray, endoscopy and replacement fluid.

[Background and causal factors]
•  Until this point, the same management method had been used, with tablets being stapled to the drug bag and given 

to patients to take, without any evaluation of whether or not there was any possibility that a patient might take the 
tablet without removing it from the packaging.

•  The patient had been suffering constantly from hiccups until the previous day, so s/he was suffering considerable 
physical pain and was sensitive with regard to the management of oral medication as well. However, since the 
evening of the previous day, his/her symptoms had alleviated, so s/he felt more at ease and was not paying so much 
attention to what s/he had done previously.

•  A number of oral medications had been added subsequently, some of which were dispensed still in the sheets, so it 
was easy to become confused and hard to manage.

•  After changing to self-management, there was a switch to dispensing one day’s worth of medication at a time, but 
measures were not taken to make it easy for the patient to manage his/her own medications, such as packaging 
prescriptions together.

(3) The Conditions of Patients who Mistakenly Ingested PTP Sheets
In the Medical Adverse Event Reports concerning these 6 cases, responses corresponding to the “condition 
of the patient immediately beforehand” were selected in 3 cases, specifically bed rest (Case 1), lower limb 
impairment and bed rest (Case 4), and other (not applicable) (Case 5), while no options were selected that 
indicated that there were problems with the patient’s own judgment. However, in terms of the details of each 
adverse event and the background and causal factors, the issues identified were “no sense of danger and 
did not think that the patient’s cognition and ability to understand had declined” (Case 3), “the patient was 
rushing” (Case 4), and “the patient had symptoms such as feelings of fatigue and a temperature following 
chemotherapy, so there was a possibility that this brought about a decline in the patient’s judgment” (Case 5). 
Accordingly, there is a possibility that the evaluation of the patient’s condition in the situation that brought 
about each adverse event was not sufficient. In 5 cases (Cases 1, 2, 4, 5 and 6), the patient complained “I took 
the PTP sheet along with the medicine” immediately after accidental ingestion, and although each patient’s 
level of comprehension is unclear, it appears that they were each aware of the danger of ingesting a PTP sheet 
immediately after accidentally ingesting it. Accordingly, it seems that it is necessary for medical personnel 
to give drugs to patients based on an awareness of whether or not there has been a change in their level of 
comprehension as a result of their condition, treatment status, or mental state.

(4) The Circumstances of Administration to Patients
Fig. III-3-39 shows the circumstances of the administration of the oral medication to the patients in these 6 
events. Excluding the 1 case where the circumstances are unknown, all 5 other cases involved the medical 
personnel in question separating the PTP sheets into individual tablets and handing them to the patient. 
Furthermore, there is a possibility that drugs are handed over using methods that differ from usual, such as 
placing drugs still in PTP sheets in a cup or drug administration case.



III

III Current Analysis of Medical Near-miss/Adverse Event Information

- 472 -

Fig. III-3-39

Circumstances of administration to patients Number 
of events

The PTP sheets were separated into individual tablets and handed to the patient 2

The PTP sheets were separated into individual tablets and handed to the patient, who 
was self-managing his/her medication 1

The PTP sheets were separated into individual tablets and placed into a drug 
administration case before being handed to the patient 1

The PTP sheets were separated into individual tablets and placed into a cup; the staff 
member in question then left the room, leaving the cup on the overbed table 1

Unknown 1

(5) Effects of Accidental Ingestion of PTP Sheets
Fig. III-3-40 shows the response adopted after the 6 cases of accidental ingestion of PTP sheets. 5 cases 
involved the endoscopic removal of the PTP sheet. Accidental ingestion of PTP sheets can cause perforation of 
the esophageal mucosa, as well as complications such as mediastinitis, so it has the potential to have a severe 
effect on a patient’s health.

Fig. III-3-40

Circumstances of the removal of PTP sheets Number 
of events

Extracted endoscopically from the esophagus 2

Extracted endoscopically from the stomach 2

1 tablet extracted with forceps, 1 found in the patient's feces 1

Unknown 1

(6) Improvement measures taken at the medical institution in which the event 
occurred

The following improvement measures have been reported at the medical institution where the event occurred.

1) Medication management methods

(i)  Ensuring that tablets in PTP sheets are not separated without good reason.

(ii)   Evaluating the patient’s ability to self-manage based on thorough consideration of the situation, 
such as deciding the method of managing oral medication after checking the patient’s details with 
the pharmacist at the time of admission.

(iii)   Conducting an assessment of the oral medication management method with other staff members 
if there has been a change in the patient’s psychological condition.

(iv)   Discussing the easiest management method with the individual concerned in the event that the 
management method becomes difficult because oral medications have been added subsequently 
or the number has been increased, and devising measures such as packaging medications together 
or using Unipack bags.

(v)   Ensuring that the level of comprehension of each patient is checked, and that medications for 
elderly people, patients with dementia, patients with impaired vision, and patients with impaired 
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manual dexterity are packaged together.

(vi)   Considering whether drugs can be removed from their PTP sheets for packaging, when working 
with the pharmaceutical department to package medications together. (Some drugs cannot be 
removed from their PTP sheets)

2) Medication distribution methods

(i)   Ensuring that, when distributing drugs in PTP sheets, staff members remove the medications 
from the sheets immediately before the patient takes them, as far as possible, and place them in a 
case or directly into the patient’s mouth.

(ii)   Taking care to ensure that staff members do not leave oral medication unattended at the bedside 
of patients who require assistance in taking oral medication, and that they bring the medication 
into the patient’s room when it is time for the patient to take it.

(iii)   Making it possible to check whether or not a patient requires assistance in taking oral medication, 
and, even if the patient is self-managing his/her oral medications, making it possible to evaluate 
on each occasion whether or not such management is possible, based on such considerations as 
changes in the patient’s condition.

3) Education of medical personnel

(i)   Ensuring that each department is repeatedly made aware of such cases and striving to ensure that 
there is no breakdown in the flow of information.

4) Guidance for patients

(i)   Written guidance alone is insufficient to ensure that this issue is common knowledge among 
patients, so as well as providing verbal explanations at the drug dispensary, consideration is being 
given to showing a video in the dispensary waiting room.

(7) Conclusion
In terms of preventive measures taken at the medical institutions in which the events occurred, Medical Safety 
Information No.57 stated, “Unless necessary, do not separate the PTP sheets into individual tablets. Provide 
medicine in one-dose package form as much as possible, depending on the understanding ability of the patient. 
Warn the patient of accidental ingestion of PTP sheets.” Even after this, reports were received of events in 
which PTP sheets were separated into individual tablets.

Furthermore, it carried a warning from the Comprehensive Evaluation Panel, stating, “When distributing 
medicine, do not give medicine in different forms, such as medicine wrapped in PTP sheets and one-dose 
packaged medicine, at the same time. Explain to the patient the risk of accidental ingestion of each piece of the 
PTP sheet with a tablet which was cut out from the whole sheet.”

In the future, as well as continuing to provide warnings, this division will focus its attention on trends in the 
occurrence of similar events.
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IV Provision of Medical Safety Information
In addition to the preparation and publication of periodic and annual reports, the service providing part of the 
information obtained to the participating medical institutions by fax was started in 2006 as part of the Project 
to Collect Medical Near-miss/Adverse Event Information.

Medical safety information was provided to medical institutions 12 times in total between January and 
December 2011.

1  Summary of the Medical Safety Information Provision 
Service

[1] Objective
The objective of this service is to provide participating medical institutions with information that ought to be made 
common knowledge, based on the information collected in the Project to Collect Medical Near-miss/Adverse 
Event Information, in order to promote the prevention of the occurrence/recurrence of medical adverse events.

[2] Medical Institutions 
1.  Medical institutions subject to reporting requirements as well as voluntarily participating medical 

institutions in the Project to Collect, Analyze, and Provide Medical Adverse Event Information

2.  Voluntarily participating medical institutions in the Project to Collect, Analyze, and Provide Medical 
Near-miss Information

3.  Medical institutions that have requested that information be provided

All hospitals other than registered medical institutions participating in the project had already been contacted 
three times to ask whether they wish to receive information by fax, but the JCQHC put out a further call for 
recipients in November 2011. As a result of this, since the publication of Medical Safety Information No. 63, 
we have been providing these bulletins to approximately 5,300 medical institutions.

[3] Information Provision Method
Information is mainly provided by fax.

Information is also made available to other interested parties and the general public on the Japan Council for 
Quality Health Care website.

[4] Content of the Information Provided
Medical Safety Information bulletins No.50 to No.61 were issued between January and December 2011 (Fig. IV-1-1). 

Events similar to those included in Medical Safety Information bulletins, which were reported to the Division 
of Adverse Event Prevention after the date of publication and during the period to December 31, 2011, are shown 
in Medical Safety Information No.64 “Medical Safety Information released in 2011,” which was published in 
March 2012. Fig. IV-1-2 shows similar and recurrent events in 2011, including events not published in those 
Medical Safety Information bulletins.

Moreover, of the events included in the Medical Safety Information bulletins from December 2006 to December 
2010 (No.1 to No.49), major similar events reported in 2011 as well and the number of those similar events 
are shown as Medical Safety Information No.67 “Medical Safety Information released from 2006 to 2010,” 
which was published in June 2012. Fig. IV-1-3 shows similar and recurrent events in 2011, including events not 
published in those Medical Safety Information bulletins.
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Fig. IV-1-1    Provision of Medical Safety Information

No.
Month of 

information 
supply

Title

2011
No.50 January Wrong site surgery (right/left)(2nd Follow-up Report)
No.51 February Insufficient knowledge of the administration status for warfarin potassium and blood coagulability
No.52 March Medical Safety Information released in 2010
No.53 April Specimen mix-up at pathological diagnosis
No.54 May Accidental removal of the endotracheal/tracheostomy tube when changing positions
No.55 June Medical Safety Information released from 2006 to 2009
No.56 July Burns caused by a high-frequency electric current loop during MRI examination
No.57 August Accidental ingestion of PTP sheets
No.58 September Rupture of the subcutaneous port and catheter
No.59 October Burns due to incorrect handling of an electrosurgical pencil
No.60 November Vaccination with an immunization vaccine past its expiry date
No.61 December Contraindicated combined administration of drugs
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Fig. IV-1-2     Similar Events Reported after the Issue of Medical Safety Information (No.50 - 61) 
(Including Matters Published in Medical Safety Information No.64)

Provision  
No.

Number 
of events 
reported 

after 
issue

Details Summary of event

No.50 4

Wrong site 
surgery (right/

left) (2nd 
Follow-up 

Report)

In a case of posterior capsular opacification, there was a failure to carry out a final check of right and 
left when performing a laser posterior capsulotomy. The procedure should have been performed on 
the left eye, but it was actually performed on the right eye. (AN023001)
In a case of bilateral trochlear nerve palsy, an inward horizontal displacement of the right inferior 
rectus alone, and an inward horizontal displacement of the left inferior rectus + recession (3.5mm) 
were planned, but when conducting a check during surgery, the notation of right and left overlapped, 
so an inward horizontal displacement of the right inferior rectus + recession (3.5mm) and an inward 
horizontal displacement of the left inferior rectus alone ended up being carried out. The surgeon 
noticed his/her error when leaving the operating theater to go into the anteroom, but the next patient 
had already arrived, so the surgeon carried out the next patient's surgery first and immediately 
afterward returned the right eye recessed by 3.5mm to its original position and then recessed the left 
inferior rectus by 3.5mm. (AN023002)
Conservative treatment was being carried out in regard to a patient who had suffered cerebral 
contusion and diffuse brain injury due to a traffic injury. The patient developed anisocoria the 
day after the injury was sustained, so a CT was carried out; as a result of this, it was diagnosed 
that cerebral edema had increased and brain herniation was imminent, so emergency surgery was 
performed. Preparations for surgery had been made hastily, so a time out was not taken when 
entering the operating theater, and the physician singlehandedly carried out the surgical site 
marking and commenced the operation. After surgery, when the eyepatch was removed and the 
patient was checked for anisocoria, it was found that the right pupil was bigger and the mix-up 
between right and left during surgery was discovered. The right frontal trephination that should 
have been performed in the first place was carried out immediately. (AN023003) (Published in 
Medical Safety Information No.64)
An exploratory sinus puncture was carried out due to a suspected right maxillary sinus tumor. 
When the patient was brought into the operating theater on a stretcher, his/her name, name band and 
the surgical site (right maxillary sinus) were checked, but the site was not marked before entering 
theater. Afterwards, the medical staff checked the name, name band and surgical site and took a 
time out, and the patient also pointed to the right-hand side. Surgery then commenced. The surgeon, 
physician, scrub nurse and circulating nurse all failed to notice that the left side was being operated 
on and continued with the surgery. After finishing the surgery, the fact that right and left had been 
mixed up when operating was noticed when making a note of the time out. (AN023004)
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Provision  
No.

Number 
of events 
reported 

after 
issue

Details Summary of event

No.51 2

Insufficient 
knowledge 

of the 
administration 

status for 
warfarin 

potassium 
and blood 

coagulability

The patient was taking Warfarin, but there was poor control of his/her PT (INR). When the 
dermatologist, who had not adequately grasped this fact, carried out a debridement of a pressure 
ulcer, the patient went into preshock due to hemorrhage. There had been insufficient sharing of 
information between the attending physician and dermatologist concerning the patient’s condition 
and the treatment being provided. (AN023005)

The patient, who was to undergo surgery for mitral stenosis and tricuspid valve insufficiency, was 
admitted a week before the planned date of surgery. On the day of admission, it was decided to carry 
out the patient’s surgery three days later than originally scheduled. The patient was taking Warfarin 
4mg orally after breakfast. In the department concerned, patients for cardiac surgery who usually 
took Warfarin were admitted a week before the planned date of surgery, were ordered to stop taking 
their medication from the date of admission, and were administered heparin. As the surgery had 
been postponed at the time of admission, the physician concerned ordered that the patient should 
continue to take Warfarin until the order to cease taking it was given. Accordingly, thinking that an 
order to stop taking the Warfarin would be forthcoming at the appropriate time, the nurse checked 
the orders when administering the patient’s drugs and administered the Warfarin, which had been 
packaged together with the patient’s other medications. When the anesthesiologist visited the patient 
three days before surgery and checked the patient’s record, s/he noticed that the Warfarin had not 
been stopped, according to the record. However, as it was common sense to stop anticoagulants 
when performing cardiac surgery, the anesthesiologist thought that the problem was just that the 
order had not been written on the record and assumed that the patient must have stopped taking the 
medication, so s/he did not check with the physician. On the morning of surgery, the anesthesiologist 
re-checked the record and requested that the theater nurse check with the ward, as the patient did not 
appear to have stopped taking the medication. The theater nurse checked the situation in regard to 
the patient taking Warfarin with the ward nurse who had brought the patient to the operating theater 
and with the attending physician. When the physician checked with the lead nurse on the ward, it 
was discovered that the order to stop taking the drug that should have been given on the third day 
of admission had actually not been given, and that the patient had been taking Warfarin until the 
morning of the day before surgery.
The attending physician, the surgeon and the anesthesiologist discussed the situation and, on the 
basis of the results of a hemostasis test (APTT: 143, PT: 23, INR: 2.31), they decided to administer 
Kaytwo 40mg and FFP before carrying out the surgery as planned. The surgery was carried out 
while checking hemostasis, and the patient’s blood pressure remained in the range 110-80/50-
40mmHg, while his/her pulse was around 60-70bpm. The blood loss during surgery was 420g in 
gauze, 50ml aspirated, 850ml into the cell saver (of which, 250ml was retransfused). The amount 
of blood transfused was 1,400ml of RCC (8 units of which were used to fill the pump-oxygenator), 
1,400ml of FFP and 400ml of platelets. After surgery, the patient was transferred to ICU, but 1,000ml 
of blood was lost from the postoperative drain and a transesophageal echocardiogram confirmed the 
accumulation of pericardial hematoma, so emergency hemostatic surgery was carried out to stop 
the bleeding. The patient was transferred back to ICU, but hemorrhage via the drain continued, so 
repeated hemostatic surgery was performed. (AN023006)
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Provision  
No.

Number 
of events 
reported 

after 
issue

Details Summary of event

No.54 3

Accidental 
removal of the 
endotracheal/ 
tracheostomy 

tube when 
changing 
positions

The patient was brought to the hospital concerned as an emergency, suffering a subarachnoid 
hemorrhage, and surgical clipping of a cerebral aneurysm was carried out the same day. The patient's 
respiratory condition was poor, so a tracheotomy was performed and a ventilator was fitted. Primary 
Nurse A was to carry out oral care for the patient, so s/he used a cuff pressure gauge to check the cuff 
pressure and increased it to 50mmHg in order to prevent accidental ingestion. After carrying out 
oral care, s/he reduced the cuff pressure to 34mmHg. Before carrying out tube feeding, Nurse A and 
Nurse B removed the ventilator breathing tube from the support arm and connected it to a cannula, 
so that they could change the patient's position. The patient was in the right lateral decubitus position 
and they moved the patient sideways so that they could get close to the ventilator, which was on the 
right-hand side of the bed, in order to move the patient into the left lateral decubitus position. When 
Nurse B was holding the patient and tried to move him/her into the left lateral decubitus position, 
there was a sound of air leaking from the patient's mouth and the nurses noticed that the patient's 
breathing had become rapid. At that point, Nurse B thought that there was a possibility that the 
cannula had been dislodged or that some kind of anomaly had occurred with the cannula cuff, but s/
he telephoned the physician because the patient's breathing was rapid and cyanosis was seen across 
the whole of the patient's body. Physician C arrived, removed the suture in the tracheal cannula, 
took out the cannula that had been inside it, widened the tracheotomy incision and reinserted the 
cannula. When the cuff pressure gauge was checked after the patient's condition had stabilized, it 
was discovered that there was an air leak and that the screw on the cuff pressure gauge was loose. 
(AN023007)
The nurse visited the patient's room to carry out aspiration and change the patient's position. After 
carrying out aspiration, the nurse changed the patient's position and fitted a ventilator to the patient, 
but the alarm continued to sound and the patient's face gradually became pallid, while SpO2 dropped 
to 58%. The nurse tried to improve the patient's breathing by elevating the chest and upper limbs, 
but there was no improvement, so s/he called a more experienced nurse and contacted the duty 
charge nurse. The duty charge nurse contacted the duty physician and the attending physician. The 
duty charge nurse came to the ward and started cardiac massage; the attending physician and duty 
physician then arrived and confirmed that the tracheal cannula had come out, so they immediately 
reinserted it. (AN023008)
The nurse changed the position of a patient who was on a ventilator. The night shift and day shift 
nurses checked the operating condition of the ventilator. Subsequently, when the cuff pressure was 
checked, the pressure was found to have fallen, so it was increased again to 24. The patient was in 
the right lateral decubitus position, with the ventilator on his/her right-hand side. Two nurses stood 
on each side of the bed; Nurse A, who was on the left, held the breathing tube and the patient's 
head. Nurse B held the patient's shoulders and waist. Nurse C, who was on the right, pushed the 
patient's back to turn him/her into the left lateral decubitus position. In doing so, the nurse did not 
have a sufficiently firm grip on the tracheostomy tube and breathing tube, so the tracheostomy 
tube came out. Artificial respiration was commenced using a bag valve mask and the situation was 
immediately reported to the physician who was on the ward. The physician reinserted the tracheal 
cannula and fitted the ventilator. (AN023009) (Published in Medical Safety Information No.64)
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Provision  
No.

Number 
of events 
reported 

after 
issue

Details Summary of event

No.57 8
Accidental 
ingestion of 
PTP sheets

Gastrointestinal symptoms and feelings of fatigue were observed in a patient on the tenth day after 
chemotherapy for lung cancer. At dinner, the patient was experiencing loss of appetite, although s/
he suffered no nausea or vomiting, so s/he remained recumbent even when the meal was served. 
The patient required assistance in taking oral medication, but when dinner was being served, the 
staff member concerned placed the patient's drugs on his/her overbed table and left the room. When 
the staff member concerned visited the room and checked whether any drugs were left, as the bag 
containing the oral medication was empty, the patient complained, "I took the medicine without 
opening it and now my throat is stinging." When the staff member concerned checked the empty 
bag, s/he noticed that there was no press-through package sheet (PTP sheet) for the one Loxonin 
tablet and that the PTP sheet was not visible in the patient's oral cavity, pharynx or larynx, so s/
he requested an examination by the duty physician. After the duty physician from the department 
of respiratory medicine and allergy had examined the patient, s/he consulted the department of 
gastrointestinal medicine and it was decided to perform an emergency endoscopy, as there was a 
possibility that the shape of the Loxonin tablet package (separated into single tablets) might have 
caused a gastrointestinal hemorrhage or perforation. As a result of the endoscopy, the Loxonin tablet 
was located in the esophageal orifice and it was removed using forceps. When extracting it, there 
was slight damage to the mucosa and a small amount of bleeding, so the patient was kept under 
observation without meals for a day. (AN023010) (Published in Medical Safety Information No.64)
It was reported that, when taking Lasix after breakfast, the patient had accidentally ingested the 
PTP sheet and attached staple as well. The patient apparently noticed because of the pain when it 
passed through his/her throat. When the patient noticed, s/he apparently stuck his/her fingers into 
his/her throat and drank water to make it gradually pass through the esophagus, and by the time the 
patient pressed the nurse call button, it appeared that the packaging was stuck below the halfway 
point of the esophagus. This was reported to the physician, who ordered an abdominal X-ray, GF 
and replacement fluid. (AN023011)
Lectisol was being administered to a patient with visual impairment. The distribution of drugs took 
the form of handing over the whole day's supply to the patient, with the PTP sheets for the drugs 
to be taken at the same time being separated into individual tablets before being placed in a box 
and given to the patient. At the hospital in question, there was a rule that PTP sheets should not 
be separated into individual tablets before being given to patients, to prevent accidental ingestion 
of PTP sheets, but this rule was not obeyed. The accidental ingestion was discovered because the 
patient complained of throat discomfort after taking the medication. It was extracted endoscopically. 
No symptoms of perforation or other problems were detected. (AN023012)
The nurse distributed five types of drug (6 tablets) and placed all of the drugs on the overbed table. S/he 
asked the patient's family member to assist the patient in taking the oral medication and left the room. 
Afterwards, when s/he visited the room, the patient was choking violently and spat out two types of oral 
medication, still in their PTP sheets. The nurse realized that the patient had taken the drugs while they 
were still inside the PTP sheets. The family member said that s/he had moved away from the bed for a 
short time and while s/he was not looking at the patient, the patient had started choking. A chest X-ray 
was carried out immediately, which showed the shadow of a PTP sheet in the esophagus. An endoscopy 
was carried out, which detected one Melex tablet in the esophagus, so this was removed. There was no 
change in the patient's vital signs. There were no subjective symptoms. (AN023013)
The patient complained that s/he had "taken the medicine as it was" and when the staff member 
concerned checked with the patient, s/he said that s/he had taken one Mevalotin tablet - still in its 
packaging - after dinner and it had become stuck in his/her throat. This was reported to the duty 
physician (department of respiratory surgery) and an endoscopic examination was carried out as 
an emergency. The PTP sheet was stuck in the esophageal orifice, so it was removed. A very small 
amount of bleeding was observed, but this stopped immediately, so the examination was ended. The 
patient experienced no further abnormalities thereafter. (AN023014)
After breakfast, the nurse placed three types of oral medication into a drug administration case, 
detaching them into individual tablets, and handed this to the patient. It was the first day of admission 
for the patient, but the nurse did not explain to the patient that the drugs were in PTP sheets that 
had been separated into individual tablets. While the nurse was assisting another patient with his/
her meal, the first patient took the medication while it was still inside the PTP sheet. (AN023015)
30 minutes after a drug was administered, the patient called the nurse and said that s/he might 
have ingested the PTP sheet along with the medication. It could not be detected by means of a 
thoracoabdominal CT, but an upper gastrointestinal endoscopy located the sheet inside the stomach, 
so it was extracted. (AN023016)
After surgery, the patient was receiving assistance from a nurse in taking oral medication, but on 
the third day after surgery, it was decided after consultation with the patient that s/he could self-
manage when taking his/her oral medication. When taking the medication in the morning, s/he took 
one Lipovas tablet and one Calslot tablet while they were still inside the PTP sheets. Subsequently, 
the patient pressed the nurse call button and reported to the nurse that s/he had taken the medication 
while it was still inside the PTP sheet. The nurse immediately reported this to the physician, who 
performed an endoscopy and was able to remove one of the tablets using forceps, but it was difficult 
to extract the other tablet, so it was decided to monitor the patient's progress. Detachment of part of 
the esophageal mucosa was subsequently observed. Four days later, the PTP sheet was found in the 
patient's stools. (AN023017) 
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Provision  
No.

Number 
of events 
reported 

after 
issue

Details Summary of event

No.58 3

Rupture of the 
subcutaneous 

port and 
catheter

An infusion (chemotherapy) was being administered via a CV port. There had been a drip 
problem with the infusion the previous day, so it was administered using an infusion pump. After 
administering the chemotherapy on the day in question, an abdominal CT showed that the CV 
catheter had ruptured and had entered the atrium. The patient was admitted as an emergency and 
the radiologist used the ring of a snare catheter to capture and remove the floating catheter tip. 
(AN023018)
A CV port was placed in the right subclavian area. On the fifth day after insertion, chemotherapy 
was administered via the CV port. While administering chemotherapy, there were no anomalies, 
but after finishing the administration of the final anticancer drug, a leakage occurred under the skin 
around the insertion site. The needle was removed immediately and Rinderon VG cream was applied 
to the skin to clean it. The following day, the swelling had disappeared and no changes in the skin 
were observed, so the patient was discharged as planned. The patient was subsequently admitted 
again for chemotherapy (on the 20th day after insertion), and when the infusion was commenced 
via the indwelling needle in the CV port, subcutaneous swelling occurred. It was suspected that the 
catheter had broken away, and when this was checked by means of fluoroscopy, it was confirmed that 
it had escaped into the heart, into the vena cava. (AN023019)
The patient was admitted for the fifth course of a FOLFIRI chemotherapy regimen. When Avastin 
began to be administered, the patient complained that " the port insertion site hurts a little." There 
were no signs such as redness, swelling, heat or pain at the insertion site, so the patient was kept 
under observation. When administration of Avastin ended, the patient complained of pain again 
and swelling was discovered at the port insertion site, so administration was suspended temporarily 
and the facts were reported to the physician. After a while, the swelling subsided, so administration 
resumed, with an order to keep the patient under observation, and levofolinate and Campto began 
to be administered simultaneously. The swelling at the port insertion site had disappeared, but an 
X-ray was carried out because the patient complained that "it has definitely started to hurt" and 
swelling was observed across the right precordium to the patient's right-hand side, and the image 
revealed that the catheter had ruptured. (AN023020)

No.59 1

Burns Due 
to Incorrect 

Handling of an 
Electrosurgical 

Pencil

After surgery under general anesthesia for a fracture of the left clavicle, when the sterile sheet 
was removed, the patient was found to have a burn measuring approximately 2-3cm on his/her left 
forearm. There was a hole in the sheet, so it was believed that the electrosurgical pencil had touched 
that part of the sheet and burned it, causing a burn to the patient’s forearm. From the position of 
the electrosurgical pencil, it was thought that it had slipped between the patient’s trunk and arm, 
causing the power to be switched back on. (AN023021)
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Fig. IV-1-3     Similar Events Reported after the Provision of Medical Safety Information (No.1 - 49) 
(Including Matters Published in Medical Safety Information No.67)

Provision  
No.

Number 
of events 
reported 

after 
issue

Details Summary of event

No.1 3
Misconception 

of insulin 
content

The medical institution concerned uses paper-based insulin order sheets (injection order sheets) for 
insulin only, so Physician A wrote “Humulin R 50 units + normal saline 49.5mL” on the injection 
order sheet and issued the correct order. As Humulin R is administered on the basis of order sheets 
rather than prescriptions, Physician B mistakenly ordered the prescription “administer Humulin R 
100 units/mL 0.5V normal saline 49.5mL 2mL/hour”, without checking the capacity of one vial, 
as s/he intended to have a vial brought up to the ward, having been thinking in terms of ordering 
supplies for the ward, rather than a prescription for an individual patient. The nurse who received 
the prescription reported to Physician B that 0.5V of Humulin R was 5mL, which would not make 
a total of 50mL, so Physician B left the quantity of Humulin R at 5mL and reduced the volume of 
normal saline to 45mL, amending the prescription to “Humulin R 5mL + normal saline 45mL”. 
Accordingly, whereas the patient should have been administered 1 unit/mL, s/he was actually 
administered 10 units/mL of Humulin R + normal saline for 13 hours and 20 minutes. The patient’s 
blood glucose fell to 33mg/dL, but s/he recovered after administration of the insulin was halted and 
glucose was administered. (AN023022)
The order for GI (Glucose-Insulin) therapy was for 50% glucose solution 40mL + Humulin R 4 units 
and infusion via a peripheral line was carried out at 10:00. Blood glucose remained at around the 
20mg/dL level from the measurement at 14:00, so glucose solution was administered repeatedly, 
but it was difficult to raise the blood glucose level. The blood glucose level stabilized from around 
22:00 and it was ascertained that the dose of Humulin R administered at 10:00 had been an overdose.
When the order for GI therapy was given, the nurse placed Humulin R (already opened) 1 vial, 
50% glucose 20mL 2 ampoules, one syringe for insulin, and one 50mL syringe on the tray and 
began to make preparations. The resident told the nurse that s/he would prepare the drug solution 
him/herself and did so. When preparing the drug solution, the resident drew up 40mL of the 
50% glucose solution into the 50mL syringe and then drew up the whole of the Humulin from 
the vial into the same syringe and administered it to the patient (approximately 9mL (900 units)). 
The patient was sedated, so it was difficult to determine his/her level of consciousness when s/
he had low blood glucose. It was presumed that the patient’s blood glucose level was around the 
20mg/dL mark for approximately four hours and a CT was carried out, due to concerns about the 
possibility of encephalopathy, but no obvious anomalies were found. The patient had been managed 
on a ventilator for a long time, as s/he was suffering severe respiratory failure, so even if a problem 
with his/her level of consciousness arose if sedation was removed in the future, it would be difficult 
to determine whether the cause was the low blood glucose or the primary complaint. (AN023023)
Nurse A (a first-year nurse) was making up Novolin R for the first time for a patient who was being 
administered continuous insulin. On the order sheet was written “Novolin R injection 100 units/mL 
(10mL) 40 units + normal saline 40mL”. Nurse A misconstrued the Novolin R label as meaning that 
10mL was 100 units and drew up 4mL (400 units) in response to an order for a dosage of 40 units. 
After adding normal saline to make a total quantity of 40mL, s/he asked a more experienced nurse 
to check the prepared syringe, as s/he was aware that careful checking was required. After that, 
Primary Nurse B replaced the syringe. The patient became agitated and suffered insomnia during 
the night, but was drowsy after lunch. Four hours later, the patient could not be roused when spoken 
to, so the family pressed the nurse call button. There was reduced oxygen saturation, among other 
symptoms, so a CT of the head was carried out. A blood sample showed low blood glucose (BS 
17mg/dL) and there was a deterioration in the patient’s respiratory condition, so s/he was intubated 
and transferred to ICU. (AN023024) (Published in Medical Safety Information No.67)
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No.

Number 
of events 
reported 

after 
issue

Details Summary of event

No.4 6 Drug mix-up

Aideito tablets were brought in by the patient at the time of hospitalization. The medicines brought 
in at hospitalization were examined by the pharmaceutical department to identify the drug name 
and efficacy. When the pharmacist used the Jiho Drug Information Share System (J-DISS) to search 
for the efficacy when identifying the Aideito tablets, s/he saw the entry "Aideitorol tablets (beta-
blocker)", which appeared above Aideito tablets, and wrote down Aideito tablets (beta-blockers) 
instead of Aideito tablets (drug to treat hyperuricemia). The drug identification report was sent up to 
the ward, but the pharmacist noticed his/her mistake before the physician issued a prescription with 
reference to the report, so no inappropriate prescription was issued. (AN023025)
When newly prescribing Almarl tablets (an antiarrhythmic drug) to an outpatient, the physician 
wrote “prescription: Almarl” on the medical chart, but entered “Amaryl” in katakana characters 
on the prescription screen, resulting in prescribing Amaryl tablets (an anti-diabetic drug). On a 
return visit about two months later, the patient complained of dizziness after taking the drug, so the 
physician checked the prescription and found that Amaryl tablets had been prescribed. (AN023026) 
(Published in Medical Safety Information No.67)
From the middle of the night, the patient would react when his/her name was called, but then closed 
his/her eyes again immediately; his/her potassium level was 5.8, while the ammonia level was 147. 
Attending Physician A consulted Gastroenterologist B about treatment for hepatic encephalopathy 
due to liver failure and Physician B ordered Aminoleban 200mL + 50% glucose 20mL. Physician 
B handed the injection order form to Nurse C, who went to get the medication. The pharmacist, 
who was already very busy, rushed to prepare the medication and, after reading the injection 
prescription that had been printed for the patient concerned, mistook the name Aminoleban for the 
similarly-named Amigrand, and took the latter from the place where it was stored. Furthermore, 
when attaching the labeled drug envelope to the infusion, containing Otsuka Glucose Injection 50% 
20mL, which had been calibrated by an ampoule picker, the pharmacist should have compared the 
label with the drug, but the pharmacist was preoccupied by wondering about the fact that only a 
small quantity (20mL) of glucose solution was being added to the high-calorie infusion, so she did 
not check the label against the drug adequately and placed it in the box for delivery. The pharmacist 
said to Nurse C "It's Aminoleban, isn't it?" and the nurse replied "Yes" before looking at the injection 
label, placing the drug in the box for delivery and returning to the ward. After checking the 50% 
glucose 20mL against the order form, the nurse mixed the drug with the glucose without carrying 
out a double-check and then set the infusion pump to deliver 220mL at a flow rate of 40mL/h before 
beginning continuous infusion from the side duct. Subsequently, when Nurse D, who had taken 
over from Nurse C, went to the patient's hospital room because s/he thought that the infusion would 
have finished, s/he noticed that there was still a considerable amount remaining in the bag and that 
the medication was actually Amigrand 500mL, so s/he reported this to the duty physician. The 
pharmaceutical department was contacted to advise that the wrong bottle had been dispensed and 
the patient was started on Aminoleban 200mL + 50% glucose 20mL after this was prescribed once 
more. (AN023027)
The patient was taking Warfarin while attending the hospital regularly for mitral regurgitation and 
heart failure, but was admitted as an emergency due to PT-INR becoming prolonged. In order to 
mitigate the effect of the Warfarin, Senior Duty Physician A ordered Junior Duty Physician B to use 
a vitamin K injection (Kaytwo injection). Physician B, who received the order, misunderstood the 
order for a vitamin K injection (Kaytwo injection) as being an order for Aspara-K, so ordered and 
administered Aspara-K 2 ampoules + normal saline 50mL. The senior physician did not check the 
name or other details of the drug ordered and the junior duty physician then monitored the patient's 
progress, but although s/he added another 2 ampoules of Aspara-K injection because the PT-INR 
was not decreasing, there was no improvement, so the junior duty physician gave the patient 4 
units of FFP. The following day, Physician A discovered that Aspara-K had been administered by 
mistake, instead of Kaytwo. (AN023028)
The physician read the referral letter from another medical institution and opened the ordering 
screen to prescribe the male patient 10mg of Norvasc. When the physician input “Noruba” (the 
Japanese pronunciation of the first six letters of Norvasc), Nolvadex (pronounced Norubadekkusu 
in Japanese) appeared next on the screen after Norvasc. The physician was trying to prescribe 
10mg and mistakenly selected Nolvadex, which had “10” written next to it, and prescribed that. 
Subsequently, the pharmacist at the external pharmacy thought it was strange, but did not submit an 
inquiry about the prescription to the hospital and dispensed three months’ supply, which the patient 
took. The drug error was discovered when the patient sought a consultation at another medical 
institution to obtain his prescription. (AN023029)
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after 
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Details Summary of event

No.4 6 Drug mix-up

The patient was receiving tube feeding post-operatively and his/her regular prescription medication, 
which s/he had been taking orally, was to be injected instead. The nurse went to check the drugs 
that the patient had given him/her for safekeeping before surgery, but could not find them in the 
place where they had been kept. The attending physician was away from the hospital on business, 
so the nurse passed the regular prescription slip to the ward physician (in charge of treatment) and 
requested a prescription just for the evening dose of each medication. The ward physician prescribed 
four types of medication while looking at the prescription slip. One of these drugs was Almarl 
10mg, but when entering the term “Aruma-ru” (as it is pronounced in Japanese), the physician 
entered “Amari” instead and Amaryl (“Amari-ru” in Japanese) came up; as a result, the physician 
mistakenly prescribed Amaryl 1mg. When s/he did so, the electronic medical record displayed 
“(diabetes medication)” after the name Amaryl, but the physician just thought “Presumably the 
patient has glycosuria” and did not review the prescription slip or look at the patient information on 
the electronic medical record. The nurse who received the order was the one who had requested it 
from the physician and assumed that there would be no mistake, so s/he accepted the order without 
checking the content of the prescription. (AN023030)
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No.5 4
Burn during 

assisted 
bathing

On bathing day, three staff members were assisting the patients to take showers. The patient was 
transferred on a special bathing stretcher and Assistant A poured warm water from the bathtub over 
him. Of the three shower heads attached to the wall, Assistant B used the one that was on the right 
facing him/her (which was the closest to the patient's head). Assistant B checked the temperature of 
the warm water from the shower on his/her own forearm before directing it onto the patient. Assistant 
C used the middle shower. Assistant C ran the warm water from the shower over the back of his/her 
hand while wearing disposable gloves, then began to direct the water onto the patient, starting with 
the patient's feet. After that, Assistant A and Assistant C washed the whole of the patient's body, 
while Assistant B washed the patient's hair. To rinse off the soap at the end, Assistant A poured 
warm water (40°C) from the bathtub over the patient. To keep the patient warm, his chest and lower 
limbs were covered with a bath towel and Assistant B used the right-hand shower, which was closest 
to the patient's head, to direct water onto the areas not covered by the bath towel, focusing mainly on 
the shoulders. Still wearing gloves, Assistant C used the middle shower and directed the water over 
the patient's chest and right lower limb, which was covered by the bath towel. When s/he did so, s/
he did not check the temperature of the warm water, because s/he had not changed the temperature 
setting of the shower. When removing the towel that had been covering the patient, Assistant C did 
not feel the heat of the towel, but noticed that the patient's right thigh was red. The patient was taken 
back to his/her hospital room and transferred from the stretcher to the bed. When the patient's lower 
leg was held during the transfer to the bed, the skin at that site began to peel and there was found to 
be redness from the right-hand side of the abdomen to the right lower leg, as well as in the scrotal 
region; in addition, a blister measuring 6cm × 1.5cm had formed on the inner right thigh and the skin 
was peeling on an area of the lower leg measuring 3cm × 1cm. (AN023031)
The nurse and nursing assistant took the patient to a bath equipped with a lift. After washing the 
patient, they did not check the temperature of the water when putting the patient in the water. When 
s/he placed his/her hands inside the bathtub to pour water over the patient, once his/her back and 
lower limbs were in the water, the nurse realized that the water was very hot. They immediately 
lifted the patient out of the water, but when they checked his/her skin, there was redness and a 
slight feeling of heat on the side of the body and the whole of the lower limbs. After returning to 
the patient's room, Azunol was applied to the areas of redness and they were dressed with gauze for 
protection. (AN023032) (Published in Medical Safety Information No.67)
The nurse placed the patient on a stretcher and transferred him/her to the bathroom. After directing 
the water from the shower onto his/her forearm to check that the temperature was appropriate, the 
nurse stood on the patient's right and began to shower him/her. When moving the patient in order 
to wash his/her other side, the nurse placed the shower head in the gap between the stretcher rail 
and the area near the patient's left hip joint, leaving the water running for about ten seconds while 
moving the patient. When the nurse picked the shower head up, s/he noticed that the temperature 
had increased a little, so s/he adjusted the temperature again while running the warm water onto 
his/her arm and continued with the patient's shower. About an hour after finishing, the patient was 
discovered to have extensive redness from just below the buttocks to below the knees on both sides, 
with burns in some places that had caused blisters and erosion. The patient was examined by the 
dermatology department and was diagnosed with second-degree burns on the posterior surface of 
both thighs. (AN023033)
Nurse A had borrowed the special bath on another ward and was preparing the hot water in the 
bathtub. Subsequently, s/he and Nurse B used a stretcher to transport the patient to the other ward. 
They transferred the patient to a stretcher for use with the special bath and helped the patient to 
undress. Before placing the patient in the bathtub, Nurse A was going to wash him/her under the 
shower, but Nurse B advised "The patient will probably feel cold if we don't put him/her in the 
bathtub first", so Nurse A replied "Oh, yes, I suppose so" and just directed the water from the 
shower head onto the patient. When Nurse A pressed the "Bathe" button, the bathtub rose. When 
the patient's back touched the water, the patient complained that it was hot and turned into the left 
lateral decubitus position, grasping Nurse A's hand. The nurse immediately pressed the button to 
remove the patient from the water and the bathtub was lowered again. There was redness on the 
posterior surface of the patient's upper arms, the posterior surface of the lower limbs, the back and 
the buttocks, so the nurse showered the patient with cold water. The thermometer in the bathtub 
indicated that it was 52-53°C. While showering the patient with cold water, the event was reported 
to the attending physician, who examined the patient there and then. The patient was then taken 
back to his/her hospital room, where the physician examined him/her again and found that blisters 
had formed on the patient's left greater trochanter area and left calcaneal region, so the physician 
consulted the dermatology department by telephone. (AN023034)
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No.7 9

Transfusion 
leakage in 
pediatric 
patients

The nurse visited the room of a two-month-old pediatric patient to administer an antibiotic and, 
along with the patient's mother, checked that there were no abnormalities in the color of the patient's 
forearms and fingertips before connecting him/her to 10mL of an antibiotic (Viccillin) for one hour. 
In doing so, the nurse did not check the insertion site. When the nurse visited the room again about 
45 minutes later to give the patient a bed-bath and change the splint fixing the infusion in place, s/he 
noticed that the color of the fingertips on the patient's left arm, which was the side with the infusion 
insertion site, was poor. Swelling was observed from the fingertips to the forearm, but there was no 
sensation of heat or redness. The nurse removed the needle and reported the event to the physician. 
The patient was examined by the dermatology department. (AN023035)
The infusion being given to a two-year-old pediatric patient leaked. Afterwards, Rinderon was 
applied to the dorsum of the right foot and the patient's progress was monitored, but skin erosion 
was observed, so the dermatology department was consulted the following day and the site was 
cleaned every day, Rinderon was applied and the site was protected with gauze. Subsequently, the 
dermatologist removed the outer layer of the blister and changed the ointment to Geben cream. The 
site had become ulcerated, so after removal of the black necrotic material by the dermatologist, it 
was treated by daily washing and application of ointment. (AN023036)
An infusion route for an intravenous infusion was secured in the dorsum of the left hand of a four-
year-old pediatric patient, and Veen-D was being infused at 50mL/h. The nurse double-checked the 
infusion, but an hour later the infusion pump alarm sounded and when s/he checked the patient's 
hand, s/he saw that the area from the dorsum of the left hand to the forearm was swollen with a white 
to dark purple appearance, and realized that there had been an infusion leakage. After elevating the 
upper limbs, applying hot compresses and removing the infusion, the nurse observed the patient's 
progress; although blisters appeared, further observation showed no residual disability. (AN023037)
The physician secured a blood vessel in the dorsum of the left hand of a three-month-old pediatric 
patient in order to conduct tests including an arginine test. The physician checked the reversed 
vascular flow and then began the arginine infusion using a syringe pump. 20 minutes later, the 
syringe pump blockage alarm sounded. Upon checking the insertion site, it was found to be swollen. 
There was no change in the color of the dorsum of the hand, so administration was halted and the 
needle removed. An hour later, blisters and peeling were observed on the dorsum of the left hand 
and the midportion of the left hand was found to be swollen, so Acrinol was used. The patient was 
examined by the plastic surgery department, as a result of which the patient was found to have 
damage extending to the dermis due to extravasation of arginine, and there was a possibility of 
skin ulceration, so an incision was made, Rinderon ointment was applied, and Adaptic dressings 
were used. Two days later, there was ulceration measuring 2cm on the dorsum of the left hand and 
a considerable quantity of exudate, so the physician switched to applying Gentacin Ointment. The 
ulcer on the dorsum of the left hand epithelized. (AN023038)
A nine-month-old pediatric patient was receiving an infusion. When the nurse visited the room 
to feed the baby, s/he checked the infusion insertion site at the same time, but there were no 
abnormalities, such as swelling or redness. An hour and a half later, when the nurse visited the room 
to change the patient's diaper and administer oral medication, s/he noticed that the area around 
the infusion insertion site was swollen and when s/he checked the insertion site, s/he realized that 
infusion leakage had occurred. (AN023039)
The nurse dissolved 270mg of Vancomycin in 25mL of normal saline and administered it to a seven-
year-old pediatric patient over the course of an hour via a peripheral line. About 20 minutes after 
commencing administration, the insertion site was checked without turning on the light, but the 
site was not checked properly because the majority of it was covered with the tape fixing it in place. 
After administration of the drug ended, swelling and discoloration of the skin was observed at the 
insertion site. (AN023040) (Published in Medical Safety Information No.67)
The three-month-old pediatric patient was admitted with suspected biliary obstruction. The 
day after admission, the patient began to develop body rigidity and suffered repeated bouts of 
rigidity interspersed with flaccidity, his/her level of consciousness decreased and s/he went into 
cardiopulmonary arrest. Resuscitation was performed and the patient's heartbeat resumed about 20 
minutes later, but s/he was in a deep coma, so s/he was transferred to the Intensive Care Unit for 
whole-body management, where Nor-Adrenalin, Glyceol and other drugs were administered using 
an infusion pump via a peripheral route secured in the right lower limb. As the nurse was securing 
the venous path in the right lower limb once more, after the patient was subsequently transferred to 
the ward, s/he noticed that there was a drip problem and that the patient's lower limbs were swollen, 
with blackened skin at the extremity of the right lower limb. The patient's mother had noticed the 
change in skin color the previous day. The venous path was switched to a different site and Acrinol 
was applied, but the blackening of the skin progressed the following day, so a consultation was 
sought with the plastic surgery department and the cardiovascular surgery department. (AN023041)
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No.7 9

 Transfusion 
leakage in 
pediatric 
patients

On the day that the four-year-old pediatric patient was to have a contrast CT examination, the 
physician in the pediatric outpatient department secured a blood vessel in the dorsum of the left 
hand with a 22G indwelling needle. In the examination room, after checking the reversed vascular 
flow, the examination was carried out using a contrast medium infusion pump. The patient did 
not complain of pain during the examination, but after it ended, the patient was found to have 
swelling extending from the dorsum of the hand to the wrist. S/he was examined immediately in the 
dermatology department and a relaxing incision was made before admitting the patient and keeping 
him/her under observation. The symptoms resolved the following day, so s/he was discharged. 
(AN023042)
The seven-year-old pediatric patient, who had syringomyelia, quadriplegia and epilepsy 
as the primary conditions, suffered an exacerbation of his/her condition due to pulmonary 
suppuration caused by MRSA and was being administered vancomycin, arbekacin, Ciproxan and 
immunoglobulin. This was complicated by hypokalemia (K=2.5mEq/L), so it became necessary 
to administer a potassium supplement. The team of physicians was concerned about the risk that 
if they used the central venous catheter being used for the other drugs, the administration speed of 
the potassium would change and it would be infused too rapidly, so it was decided to supplement 
the potassium via a peripheral venous line. Subsequently, the potassium level was confirmed to be 
K=2.2mEq/L, so administration of a potassium supplement commenced. The KCL Injection 20mEq 
Kit “Terumo” 1 mol 20mL underwent a two-fold dilution in 5% glucose and intravenous infusion 
took place. With supplementation taking place at a rate of 3mEq per hour, it was not a very large 
dosage, but it was a high concentration (500mEq/L) to be administered via a peripheral venous line. 
Six hours later, at dawn, when the nurse went to continue potassium supplementation at the same 
dosage to treat the hypokalemia, s/he discovered that extravasation had occurred. The infusion 
insertion site had been observed three times before discovery. There was discoloration and blister 
formation at the infusion insertion site, so the patient was examined in the dermatology department, 
where s/he was prescribed an ointment, and was monitored to see whether the condition progressed 
to dermal necrosis. (AN023043)

No.8 4
Wrong site 

surgery 
(right/left)

The patient was brought into the operating theater on a stretcher. At the entrance, the patient’s 
name, name band and surgical site (right maxillary sinus) were checked. Afterwards, a time out 
was taken (check of the name, name band and surgical site, and the patient also pointed to the right-
hand side) and surgery commenced. The surgeon, physician, scrub nurse and circulating nurse all 
failed to notice that the left side was being operated on and continued with the surgery. During 
surgery, the patient did not complain about the operation being carried out on the wrong side, and 
the surgery was completed. After surgery, the fact that right and left had been mixed up when 
operating was noticed when making a note of the time out. (AN023044) (Published in Medical 
Safety Information No.67)
Conservative treatment was being carried out in regard to a patient who had suffered cerebral 
contusion and diffuse brain injury due to a traffic injury. The patient developed anisocoria the 
day after the injury was sustained, so a CT was carried out; as a result of this, it was diagnosed 
that cerebral edema had increased and brain herniation was imminent. There was a possibility that 
brain herniation could be fatal if allowed to progress, so emergency surgery was carried out. When 
the patient was brought into the operating theater, s/he had glossoptosis and infusion leakage, so 
the physician rushed to carry out preparations for surgery singlehandedly and commenced surgery 
without taking a time out. After surgery, when the eyepatch was removed and the patient was 
checked for anisocoria, it was found that the right pupil was bigger and the mix-up between right and 
left during surgery was discovered. The right frontal trephination that should have been performed 
in the first place was carried out immediately. (AN023045)
Initially, in a case of bilateral trochlear nerve palsy, an inward horizontal displacement of the right 
inferior rectus alone, and an inward horizontal displacement of the left inferior rectus + recession 
(3.5mm) were planned, but when conducting a check during surgery, the instructions for the right 
and left eyes were written in a way that overlapped, so an inward horizontal displacement of the right 
inferior rectus + recession (3.5mm) and an inward horizontal displacement of the left inferior rectus 
alone was carried out by mistake. The surgeon noticed his/her error when leaving the operating 
theater to go into the anteroom, so s/he returned the right eye recessed by 3.5mm to its original 
position and then recessed the left inferior rectus by 3.5mm. (AN023046)
Laser posterior capsulotomy was to be performed on a patient suffering from posterior capsular 
opacification. A final check of right and left was not carried out before starting the procedure, so 
the physician performed the procedure on the right eye, whereas it was actually due to have been 
performed on the left. (AN023047)
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No.9 4

Confusion 
between total 

product amount 
and content 

of active 
ingredient

The patient had been taking Adetphos Kowa Granule 10% 3g (product volume) three times a day 
after meals since before admission. As the medicines brought in at hospitalization were running out 
after admission, Nurse A asked Physician B to draw up the first internal prescription, for the doses to 
be taken from the following day, and Physician B prescribed 15 packages of 300mg (titer) to be taken 
three times a day after meals, constituting five days' supply. When receiving the handover from 
Nurse C, Nurse A was told "1g is 1,000mg" and was unaware that the quantity prescribed showed the 
titer, so s/he assumed that there was not enough medication. Accordingly, Nurse A handed 10 of the 
15 packages to the patient and told him/her to take them the following morning. The patient asked 
"Do I have to take all 10?", but the nurse did not check with Physician B, who had drawn up the first 
prescription, and just told the patient that was correct. Moreover, as the prescribed medication would 
run out on the first day, Nurse A asked Physician D to draw up the second prescription, for 3g daily, 
to be dated the following day, so Physician D entered a prescription for 3,000mg to be taken three 
times a day after meals. Nurse E saw that "3,000mg" was written on the drug bag and heard Nurse A 
say "I have to get the patient to take 10 packages", but did not think anything was particularly amiss 
and did not check. The following day, after breakfast, the patient took 10 packages of Adetphos 
Kowa Granule 10% 200mg (titer). Subsequently, in an inquiry from the pharmaceutical department 
about the prescription, as Physician D had been in touch, it was discovered that the first prescription 
had been correct, that the second prescription had been canceled, and that the patient had been given 
an overdose. The patient did not suffer any side-effects and no abnormalities were found in the 
results of the examinations carried out. (AN023048)
The physician wrote "Brufen Granule 450mg/day 3 × 14 days' supply" with the intention of writing 
the quantity of the active ingredient on the prescription. The usual convention was to write down 
both the total quantity and the quantity of the active ingredient, but the physician did not write down 
the total quantity. The pharmacist did not realize that the active ingredient of Brufen Granule 20% 
was 200mg in 1g, so dispensed the amount on the prescription as the total amount. About a month 
later, the patient's mother complained that the quantity of medication was less than usual and when 
a check was made in the pharmaceutical department, the error with the weight when dispensing was 
discovered. (AN023049) (Published in Medical Safety Information No.67)
The patient had undergone a living donor liver transplant due to type C liver cirrhosis and was 
finding it difficult to take Neoral capsules orally, so the physician changed the prescription from the 
capsule form to the oral solution form of Neoral. The physician intended to reduce the dosage (from 
120mg/day to 100mg/day), so entered "Neoral oral solution 10% (100mg/mL) 10mL 2 times/day 
after breakfast and dinner, 5 days' supply" on the prescription order. The pharmaceutical department 
dispensed the drug in accordance with the prescription. Among the nurses was one who had doubts 
about the dosage, but ultimately the drug was administered to the patient in line with the instruction 
on the prescription on a total of four occasions. Two days after the prescription, trough concentration 
of Neoral in blood was abnormally high, so it was determined that the patient had received an 
overdose of Neoral. There was insufficient awareness of the active ingredient dosage of the drug 
and attention was not paid to the fact that although the dosage was 120mg/day before changing the 
dosage form, it was 1,000mg/day on the prescription after the amendment. (AN023050)
At the time of admission, the pharmacist was compiling the list of medicines brought in at 
hospitalization, but whereas s/he should have recorded the active ingredient dosage, in the form 
"Aldactone-A Fine Granules 10% 12.5mg 1/day", s/he actually wrote the product volume, recording 
it as "Aldactone-A Fine Granules 10% 0.125g 1/day". When checking the list of medicines brought 
in at hospitalization, Attending Physician A did not compare the list with the medication handbook. 
Subsequently, Attending Physician B prescribed the oral medication to be taken during admission 
from that evening, based on the list of medicines brought in at hospitalization. There was an inquiry 
about the prescription from the pharmaceutical department when the prescription was issued, as 
the amount prescribed was more than was usual, but it was determined that there was no problem 
because the amount tallied with the list of medicines brought in at hospitalization, so the drug was 
prescribed. The administration of ten times the dosage was still not noticed the following morning, 
and the patient also took home a prescription for the same amount at the time of discharge. The error 
was noticed several hours after discharge, when pointed out by the pharmacist. (AN023051)
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No.10 6

Magnetic 
material (e.g. 

metal products) 
taken in the 
MRI room

The physician transported the patient to the MRI room reception desk on a neonate bed. The 
physician removed his/her white coat in the MRI control room and, after removing all metal objects 
about his/her person, went to wait in the corridor outside the examination room. The technician 
opened the door of the MRI examination room from the inside and told the waiting physician that the 
examination would now commence. The technician went from the examination room to the control 
room in order to prepare the transcutaneous oxygen saturation monitor. While s/he was doing this, 
the physician entered the examination room, pushing the neonate bed on which the patient was 
lying. When the neonate bed was right beside the main unit of the MRI apparatus, the bed - with 
the patient still on it - adhered to the MRI unit, blocking the central chamber from the side of the 
control room. The physician immediately went inside the MRI apparatus from the opposite side and 
rescued the patient from inside the neonate bed. The MRI examination was halted and the patient 
was returned to the neonatal ward. Swelling was subsequently observed around the left eye, so the 
patient was examined in the ophthalmic department and a CT of the head was carried out, which 
revealed a skull fracture, intracranial hemorrhage, subcutaneous hemorrhage around the left eyelid, 
and a left supraorbital fracture. (AN023052)
When carrying out an MRI examination of a patient with a hearing impairment, the section of 
the physician's MRI order asking about metal objects stated "None", but the ward nurse told the 
MRI nurse during the handover that the patient used a hearing aid. The hearing aid was removed 
from the patient's right ear before entering the room but when the patient went into the gantry, 
s/he complained "My head hurts. My cochlear implant....", so the MRI examination was halted 
immediately. When the staff checked, it transpired that the patient had a cochlear implant in his/
her left ear, but this had not been communicated to the physician who requested the examination. 
(AN023053)
The patient had been diagnosed with lung cancer and hydrocephalus resulting from carcinomatous 
arachnoiditis at another medical institution, so s/he had undergone a shunt procedure. S/he was 
then referred to the hospital in question to undergo treatment for lung cancer. An MRI of the head 
was carried out as part of the thorough examination for metastasis. Six months later, when an MRI 
of the head was carried out again because the patient was experiencing headache and metastasis 
was suspected, a subdural hematoma was found and the neurosurgery department was consulted. 
The shunt implanted into the patient's head was one in which the pressure setting could be changed 
by a strong magnetic force and it was discovered that the MRI six months earlier had set it to low 
cerebrospinal pressure. As there was no external injury, it was thought that the hematoma was 
caused by the development of low cerebrospinal pressure, so after being diagnosed with chronic 
subdural hematoma, the patient underwent surgical lavage and removal of the chronic subdural 
hematoma. (AN023054)
When entering the MRI examination room, there was a written explanation of the examination for 
patients to read, which warned them about metal objects, but there was no checklist. The radiological 
technologist did not check adequately, so the MRI examination was carried out while the patient 
was still wearing his/her hearing aid. After the examination, when the technologist checked because 
s/he realized that the patient was wearing a hearing aid, the hearing aid was found to be broken.  
(AN023055)
A patient who had suffered a spinal cord injury underwent an emergency MRI examination. The 
patient was brought into the MRI examination room on a stretcher that still had an oxygen tank on 
it, so the oxygen tank adhered to the inside of the MRI gantry. Neither the patient nor the medical 
personnel were affected and the examination was carried out in another MRI examination room. 
(AN023056)
A patient was to undergo an MRI while admitted as an inpatient. After entering the MRI room, the 
patient vomited, so the physician went to the emergency room to borrow a monitor that could be 
used in the MRI room as well. The emergency room nurse thought that the monitor would be used 
in the examination room waiting room, so lent the physician a monitor made of magnetic material. 
The physician thought that it was made of non-magnetic material and when s/he brought it into 
the examination room, the monitor stuck to the MRI gantry. (AN023057) (Published in Medical 
Safety Information No.67)
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No.11 3
Blood 

transfusion to 
wrong patient

CHDF was carried out while administering large quantities of infusion fluids to a patient who had 
been admitted due to suffering extensive burns. While the first and second unit of FFP (type A 
Rh(+)) were being administered to Patient A, the day shift nurse took over from the primary nurse. 
The plan was to give Patient A a blood transfusion of 6 units of FFP, and the nurse anticipated that 
it would become busy later on, so s/he decided to prepare the third and fourth units ahead of time 
and removed the FFP from the freezer where it was stored. S/he thought that s/he had taken out type 
A Rh(+), but what s/he had actually picked up was the FFP (type O Rh(+)) for Patient B, whom the 
nurse was looking after. The procedure was to use one shelf of the storage freezer per patient, but 
the drawers were on consecutive levels and had the same amount remaining in them, so the nurse 
confused the two. Moreover, the nurse neglected to check because s/he had become busy, as a 
patient in a serious condition was brought in at the same time, so s/he placed the pack containing the 
wrong blood type in the machine for thawing the blood packs. The nurse was unable to carry out a 
double-check after that either, as there were no other staff members around, due to it being so busy. 
S/he tried to verify the blood transfusion first using the bar code, but it kept generating an error, and 
then notification was received that an emergency case was coming in, so s/he abandoned attempts 
to verify the blood in order to go and support his/her colleagues. Just at that point, the error (alarm) 
indicating that the blood type was wrong was actually displayed on the screen of the verification 
system and the person involved saw it, but assumed that it was due to a machine malfunction. 
After assisting with the admission of the emergency case, the nurse noticed that Patient A's blood 
transfusion had stopped, so s/he hurriedly connected Patient B's thawed FFP (type O Rh (+)). 
The nurse was rushing because s/he felt s/he had to change the bag quickly, so s/he neglected to 
check when connecting the bag. The nurse carried out the observations at 5 and 15 minutes after 
connecting the bag, but no change in the patient was observed. The nurse subsequently remembered 
that s/he had not dealt with such matters as the transfusion docket, and when checking the docket, 
s/he noticed that the color of the sticker (determined according to blood type) was different and 
realized that s/he had given a transfusion of the wrong blood type. (AN023058)
Nurse A received the blood from the blood transfusion department and Physician B and Nurse C 
verified the patient details by checking the patient name, ID number and bar code on the blood 
transfusion confirmation slip. After verifying the patient, Physician B called Physician D and 
assigned him/her some duties. Physician B did not tell Physician D such details as who the blood 
transfusion was for and what the blood type was. At the time of the blood transfusion, Physician D 
went alone to see the patient and, without checking, accidentally transfused Patient X (blood type 
A) with blood meant for Patient Y (blood type B). By the time the event was discovered, the patient 
had been administered 2 units (280ml) of packed red cell concentrate. (AN023059)
The nurse removed a transfusion bag from the refrigerator for blood transfusions and then, with 
the transfusion docket in hand, carried out a double-check at the bedside of Patient A (type O) 
in which the nurse checked only the lot numbers. However, the transfusion bag and transfusion 
docket were actually for Patient B (type A). When verifying the blood transfusion, the nurse input 
it by hand, rather than verifying it using the bar code, as was standard practice within the hospital, 
and s/he connected the transfusion line for Patient B to Patient A. About an hour later, Patient A 
complained of feeling cold and when the nurse checked the transfusion docket, s/he discovered 
the misidentification of the patient. The blood transfusion was halted immediately, but 200mL of 
type A blood product for transfusion had already been administered to Patient A, who was type O.  
(AN023060) (Published in Medical Safety Information No.67)

No.13 1

Failure to 
check of 

infusion pump 
flow

After surgery, propofol was infused continuously using a syringe pump, for the purpose of sedation. 
The patient’s blood pressure fell, so the propofol flow rate was reduced from 25mL/h to 20mL/h. 
Thinking about the replacement frequency of the drug solution, Nurse A switched from using a 
syringe pump to using an infusion pump to administer the propofol. Subsequently, when Nurse B, 
who had noticed an alarm, looked at the infusion pump, s/he noticed that the infusion speed on the 
infusion pump was set at 130mL/h. S/he reported this to the physician, halted the propofol and fully 
opened the infusion, but the patient’s blood pressure continued to fall, so s/he began Effortil 2mg 
and PReDOPA and observed the rise in the patient’s blood pressure. The standard practice was to 
double-check the pump settings when replacing the pump or changing the settings, but this had not 
been done. (AN023061) (Published in Medical Safety Information No.67)
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No.14 5
Tubing 

(catheter/drain) 
misconnections

The venous line and the bladder irrigation catheter were lined up beside each other on the drip stand. 
Mistaking it for a peripheral route, the physician injected drugs (an intravenous anesthetic, a muscle 
relaxant, and a narcotic) into the catheter for bladder irrigation. (AN023062)
A transurethral resection of a bladder tumor was performed and a three-way catheter was inserted. 
After the patient was returned to his/her room, continuous bladder irrigation was carried out with 
normal saline at 200mL/h. In doing so, the normal saline line was connected to the balloon fixation 
outlet instead of the irrigation outlet. Approximately 40 minutes later, the patient reported that there 
had been a "pop" sound from the lower abdominal region, but the nurse thought that it was flatus. 
Three hours later, the patient complained of discomfort and the urge to urinate, and urine leakage 
was observed. Another two hours later, when the physician examined the patient because 400mL of 
fluid had been drained and 250g of urine had leaked from 620mL of irrigation fluid, the mistake in 
the connection was discovered and the catheter was removed. The catheter cuff had ruptured and 
the latex was missing. A new urethral catheter was inserted and the balloon fragment was recovered 
with a cystoscope five days later. (AN023063)
The patient had two Penrose drains and a mediastinal drain, which were covered in gauze, inserted 
into the right side of the neck. A sterilized gastroesophageal line was substituted for the mediastinal 
drain and connected to the drainage bottle. Moreover, an enteral feeding tube was inserted via 
the left nostril as a gastric tube and connected to the drainage bottle. When commencing enteral 
feeding, the nurse connected the sterilized gastroesophageal line, which s/he thought was the gastric 
tube, to the enteral nutrient and commenced administration. Three hours later, the primary nurse 
discovered that the gauze was soiled and when s/he checked it, s/he found that the gauze smelled 
of the enteral nutrient. The physician who received the report on this discovered that the enteral 
nutrient had been connected to the mediastinal drain. (AN023064) (Published in Medical Safety 
Information No.67)
It was planned to connect the patient's ileus tube to a Hama Servo-Drain to relieve the pressure. 
However, the nurse accidentally connected it to the unidirectional valve of the ileus tube, so it did 
not operate properly.  (AN023065)
In order to facilitate the drainage of pus from the persistent retroperitoneal drain, the air intake 
of a Salem Sump tube was cut, a T-shaped stopcock was fitted, and normal saline for infusion 
was injected in order to carry out continuous irrigation. When connecting the Intralipos, Nurse 
A saw that normal saline was being administered, but did not realize that this was for irrigation 
purposes and after s/he saw that the patient had a retroperitoneal drain, s/he connected the 
Intralipos to the T-shaped stopcock of the retroperitoneal drain and adjusted the drip speed to about 
80mL/h. Moreover, when Nurse A visited the patient later, s/he thought that it was odd that white 
fluid was being emitted from the retroperitoneal drain, so s/he reported this to Nurse B, who was 
assisting him/her and it was discovered that the Intralipos had mistakenly been administered via 
the retroperitoneal drain. This was immediately reported to the physician, who confirmed that the 
drainage bag for the retroperitoneal drain contained 60mL of white fluid, while the drainage bag 
for the duodenal drain contained 170mL of white fluid; the physician then aspirated 42mL of white 
fluid from the retroperitoneal drain using a syringe. Irrigation was then carried out using normal 
saline. (AN023066)



IV

1 Summary of the Service to Provide Medical Safety Information

- 491 -

Provision  
No.

Number 
of events 
reported 

after 
issue

Details Summary of event

No.15 3

Wrong pick-
up of syringe 

containing 
drug

There was a syringe of Takepron for Patient A on the tray on top of the trolley at the bedside, and 
next to it was a separate tray on which there was a syringe containing potassium chloride solution for 
continuous intravenous infusion into Patient B. The bed number, Patient A's name, the name of the 
drug (syringe content), and the administration method were written on a form called the Injection 
Drug Check Sheet, which is used when syringes are too slim to write the name of the drug on them, 
and the syringe was placed on the tray along with this form. The bed number, Patient B's name, 
the name of the drug (syringe content) and the administration time were written on the body of the 
syringe containing the potassium chloride solution. The resident intravenously injected Patient A 
with both. (AN023067) (Published in Medical Safety Information No.67)
The room number of Patient B, who had the same family name as Patient A and was also admitted, 
was written by hand on the syringe for administering an intravenous injection to Patient A (the 
syringe showed the hospital department name, Patient B's room number, Patient A's name, the name 
and quantity of the drug, and the administration method). When carrying out the treatment, the staff 
member concerned neglected to check the full name of Patient B, who was also admitted and whose 
room number was written on the syringe, so Patient B was accidentally administered an intravenous 
injection of the Lasix that should have been used for Patient A. (AN023068)
The primary nurse took out the oral medications for the five patients in his/her care and prepared 
the drugs by dissolving them in 25mL catheter tip syringes for administering injections, on each 
of which was written the name of the individual patient. Two catheter tip syringes containing the 
relevant drug dissolved in tepid water were prepared for each patient and secured with an elastic 
band. The patient's name was written on the side of the catheter tip syringe and also on the plunger. 
There was time until the tube feeding ended, so the nurse placed the catheter tip syringes containing 
medication for the five patients on a single tray and left the tray in the treatment room. Subsequently, 
the tube feeding ended and the nurse brought the tray of catheter tip syringes with the medication 
for the five patients to the bedside of Patient A, in order to administer the post-dinner dose of the 
patients' oral medications. In the hospital room the nurse checked that the catheter tip syringes for 
Patient A were on the tray, but s/he took his/her eye off the catheter tip syringes for a moment and 
then took one pair of catheter tip syringes from the tray, looked at the name on the bed, and then 
injected the drug solution into Patient A's gastric tube. When checking the catheter tip syringes after 
injecting the drug, the nurse saw that Patient B's name was written on them and realized his/her 
mistake. Patient B's drugs included Gluconsan 8mg/Eq (4mg/Eq 2g). (AN023069)

No.17 1
Burn during 
use of a hot 
water bottle

The patient became completely unable to move his/her lower limbs and s/he had hypesthesia, so 
s/he was admitted as an emergency. On the evening of the tenth day of the patient’s admission, a 
family member brought him/her a hot water bottle and placed it beneath the patient’s feet before 
going home, but did not mention this to any of the medical personnel. The following morning, 
the patient complained and when the nurse checked, s/he discovered that the patient had blisters 
(3×4cm) and redness (5×8.5cm), thought to be low-temperature burns, near the sole of the left foot, 
and redness of his/her first and second right toes. After examination by the physician, Tegaderm 
dressings were applied, along with cold compresses. (AN023070) (Published in Medical Safety 
Information No.67)
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No.19 3
Use of unsterile 

medical 
supplies

The products subject to voluntary recall by the manufacturer included some with incomplete sealing 
of the packaging. The medical institution was informed that the manufacturer was conducting a 
voluntary recall because, although products with the product numbers and lot numbers concerned 
had undergone the proper sterilization process before being shipped, the manufacturer could not 
be completely confident that they were sterile. The sealing defect was visible to the naked eye, so 
the supplies department decided that items without a sealing defect remained sterile. There was a 
possibility that among the products delivered to the hospital in question were some in which the 
sealing of the individual packaging was incomplete, but it had been confirmed that the products had 
undergone the proper sterilization process before shipping, so the senior nurse in charge of the supplies 
department ordered each charge nurse to check the products when opening them and told them not 
to use any products with sealing flaws. In doing so, s/he did not explain that the products concerned 
were subject to a voluntary recall. When the sealing of the products in stock in the operating theater 
was checked, no visible sealing flaws were found, so products with no flaws in their sealing were used 
for patients. No post-operative infections or other issues have arisen as yet in patients on whom the 
products in question were used, but monitoring of the situation continues. (AN023071)
After completing localized treatment of the liver in conjunction with the RVS system, the used 
attachment was placed in a sterilization pack and sent to the supplies department. Accordingly, 
it underwent autoclaving without having undergone initial cleaning. The inadequately-sterilized 
needle puncture attachment was used in the treatment of four patients. (AN023072)
After the instruments used in the operating theater had undergone initial cleaning, the sterilization 
time frame and name of the instrument were written on them and they were placed in sealed packages 
before they were all put into a special case for unsterilized items and taken away. Subsequently, they 
underwent gas sterilization and were placed into a case for sterilized items before being delivered 
to the operating theater. It was difficult to distinguish between the case for unsterilized instruments 
and the case for sterilized ones as their shapes were the same. Unsterilized surgical instruments 
that had only undergone initial cleaning found their way into the case for sterilized instruments 
and unsterilized surgical instruments were used in ophthalmic surgery. (AN023073) (Published in 
Medical Safety Information No.67)
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No.20 4

Failure to 
transmit an 
alteration of 
instruction

A patient admitted for the purpose of chemotherapy was examined the same day in the department 
of cardiovascular medicine. At that point, due to the chemotherapy, the physician entered on the 
clinical card an order for the cardiovascular therapeutic drug Maintate to be reduced from 5mg to 
2.5mg, for Lasix to be reduced from 40mg to 20mg, for Selara to be reduced from 100mg to 50mg 
and for Vasolan and Warfarin to be halted. The nurse entered the details of the medicines brought 
in by the patient at hospitalization on the Pre-admission Medication Form and administered those 
drugs to the patient. When the clinical card was subsequently checked because one of the medicines 
brought in at hospitalization was running out, the order was discovered and the drug administration 
error was noticed. (AN023074)
The physician halted the infusion at 14:00, but did not tell the nurse and simply entered the order to 
stop it. Nurse A prepared the prescription for the following day's injection, which s/he had printed 
out at around 11:00, and the infusion that had been sent up from the pharmacy. Subsequently, Night 
Shift Nurse B checked the printed injection prescription and the infusion, and administered the 
following day's infusion (Soldem 3A 500mL) to the patient. When Nurse C brought up the next day's 
injection prescription, s/he noticed that there were no further orders from that day onward. When 
s/he checked with the pharmacy, s/he was told that "The infusion for today was halted at 14:00 
yesterday." (AN023075) (Published in Medical Safety Information No.67)
The patient's general condition was poor and s/he progressed from VT to cardiac arrest, so 
resuscitation was carried out by means of cardiac massage, after which administration of Shinbit 
for iv inj. 50mg and noradrenaline 2A + normal saline 48mL began to be administered using a 
syringe pump. The patient's blood pressure subsequently fell and this was reported to the physician, 
who changed the order verbally to "increase the concentration to noradrenaline 5A + normal saline 
45mL". Nurse A, who received the order, returned to the pharmaceutical department the 2 ampoules 
of noradrenaline that had already been dispensed, but the old order had not been deleted from the 
electronic medical record, so 2 ampoules of noradrenaline were dispensed the following day. Nurse 
B, who was working on the day in question, checked the order on the electronic medical record screen 
as usual, but as it was not possible to see the order for 5 ampoules of noradrenaline without scrolling 
down the screen, s/he made preparations based on the order for 2 ampoules of noradrenaline that the 
physician had forgotten to delete. Furthermore, the mistake was not discovered during the double-
check, because the check of the noradrenaline concentration was omitted, and the verification screen 
also displayed a circle (to confirm that it was correct), so the nurse began to administer the drug, 
believing all to be in order. The syringe to be replaced had a sticker affixed that read "noradrenaline 
5A", but this was not noticed at the time it was replaced. Two hours later, the patient's blood pressure 
declined to the 50 level and the underdose was discovered when the physician came to the ward and 
noticed the syringe prepared with 2 ampoules of noradrenaline. (AN023076)
Due to an acute exacerbation of rheumatoid arthritis, the patient's inflammatory markers rose, s/he 
had a slight fever and pantalgia, and his/her ADL declined, so s/he was brought in as an emergency 
and admitted for thorough examination and treatment. The patient was taking Predonine 5mg and 
prednisolone 2mg, so the emergency department physician wrote "Predonine 7mg 1T/1" on the 
medicines brought in at hospitalization docket, but the patient was administered prednisolone 1mg/
day for five days from the day after admission and s/he was transferred to another ward on the fourth 
day of being administered prednisolone 1mg/day. The day after being transferred to the other ward, 
the pharmacist was asked to carry out a drug audit, but the patient was highly fatigued and was 
using an N95 mask, so the pharmacist did not speak to the patient or check the record. The day after 
finishing the five-day course of prednisolone 1mg/day, prednisolone 1mg/day was prescribed again 
for oral administration for another five days. Subsequently, when the physician from the infection 
control division made a house call, it was discovered that the patient had been taking 7mg at home, 
so the prescription was amended to Predonine 5mg and prednisolone 2mg. (AN023077)
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No.22 2

Wrong 
prescription 

related to 
chemotherapy 

protocol

Ward Physician A prescribed and administered Endoxan 1,000mg infusion to a patient with prostate 
cancer, who had been admitted for chemotherapy, in accordance with the registered regimen. 
Subsequently, before discharge, when Ward Physician A made the outpatient appointment to check 
on any complications was made, the plan for the second and subsequent sessions of chemotherapy 
was not entered on the patient's written records. After checking that the patient had no bone 
marrow suppression, Outpatient Physician B noticed that the date of the next administration of 
Endoxan was not clear, so checked the registered regimen with the pharmaceutical department. 
The pharmacist advised that the regimen record for the use of Endoxan by the urology department 
stated "Endoxan 1,000mg to be administered once every week for three weeks, followed by a one-
week drug holiday". Outpatient Physician B recorded the second and third administration dates on 
the chemotherapy schedule, in accordance with the regimen. A week later, on the day of the second 
chemotherapy session, 1,000mg of Endoxan was administered as planned. Subsequently, when 
Outpatient Physician B checked the administration schedule with Outpatient Attending Physician 
C, they realized that there was an error in the registered regimen, and that the actual regimen was for 
administration of "Endoxan 1000mg once every three weeks". The patient was contacted and, after 
explaining that there had been an error in the administration schedule, was admitted for whole-body 
management. (AN023078) (Published in Medical Safety Information No.67)
The system for drug orders relating to clinical trials was that after the Clinical Research Coordinator 
(CRC) had checked such matters as the medication quantity for the trial based on the clinical trial 
registration confirmation letter, the physician participating in the clinical trial also confirmed those 
details and then gave the drug order. The party requesting the clinical trial and the participating 
physician and CRC discussed the situation in advance and intended to switch a patient from 
Cohort 2 (trial drug: administration of 1,406mg/body (Day 1 and Day 15)) to Cohort 3 (trial drug: 
administration of 1,054mg/body (Day 1 and Day 8)). When the clinical trial registration confirmation 
letter was transmitted, the CRC did not notice that the communication referred to the pre-change 
Cohort 2 and only checked the medication quantity written on it before contacting the participating 
physician. The physician participating in the clinical trial did not check the content of the registration 
docket him/herself and prescribed the drug in accordance with the communication from the CRC. 
During the second week, while the CRC was compiling a report, s/he noticed that the cohort number 
on the clinical trial registration confirmation letter was 2 instead of 3. When s/he checked, s/he 
noticed that the patient had been due to be moved to Cohort 3, so the medication quantity for Cohort 
2 had been administered on Day 1 and Day 8; thus, the patient had been administered 33% more 
medication than planned. The patient was found to have lowered blood pressure and progression of 
anemia, and a CT showed fluid accumulation around the surface of the liver; as the patient had a 
history of hemorrhage from a hepatic tumor on two previous occasions, hemorrhage from a hepatic 
tumor was suspected, so angiography and transcatheter arterial embolization were carried out at 
night. The possibility of a causal relationship with the overdose in this event could not be denied, so 
the clinical trial was halted. (AN023079)

No.23 2

Wrong input 
of units on 

computerized 
prescription 
order entry 

system

The patient was for bone marrow transplant from an unrelated donor. Administration of Prograf 
to prevent acute GVHD commenced, but under normal circumstances it was necessary to begin 
with 0.02-0.03mg/kg/day, so after calculating the dosage based on the weight of the person with the 
disease, it was planned to begin by administering 0.9-1.35mg/day on the first day. When entering 
the prescription, the physician entered it using the unit A instead of mg, so whereas the initial 
dose was intended to be 2mg/2 days, it was actually prescribed as 10mg/2 days. Two days later, a 
blood sample showed that the blood concentration of Prograf was abnormally high and the patient 
experienced a change in his/her state of consciousness and renal dysfunction. (AN023080)
When issuing an infusion order, the physician mistakenly entered “4V”, where s/he should have 
entered “4mL” of Fragmin IV (5mL) to be administered within the infusion bottle. The injection 
order was issued as it was and about half a day’s quantity was administered. The error was detected 
when replacing the infusion and administration was halted immediately. (AN023081) (Published in 
Medical Safety Information No.67)

No.24 1

Tubing 
misconnection 

of ventilator 
circuit

When connecting the circuit after disposing of water that had accumulated in it, the inhaler, which 
should have been fitted to the inspiratory side, was actually connected to the expiratory side and 
inhalation was carried out. There was no change in the patient, but the inhalant was not administered. 
(AN023082) (Published in Medical Safety Information No.67)
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No.27 4

Wrong dosage 
of drug due 

to incomplete 
verbal 

instruction

An endoscopy was performed in order to conduct a thorough examination of the colon. The patient, 
who was undergoing a colonoscopy, complained of pain, so the physician gave a verbal order to 
Nurse A, who was assisting, to "administer 2mL of Dormicum." Nurse B, who was also assisting in 
order to instruct Nurse A, drew up normal saline 8mL and Dormicum 1A (10mg/2mL) into a 10mL 
syringe and passed it to Nurse A. Nurse A showed the 10mL syringe containing normal saline 8mL 
and Dormicum 1A, and the empty Dormicum ampoule to the physician and asked him/her to check 
it, saying, "This is Dormicum 2mL and normal saline 8mL." The physician said to Nurse A again 
"This is 2mL of Dormicum, isn't it?" and Nurse A replied "Yes." Before administering it, Nurse B 
said to Nurse A "Administer 2mL (in 10mL)." Nurse A assumed that "Dormicum 2mL = 1A", so s/he 
administered an intravenous injection of the whole of the Dormicum 1A + normal saline 8mL that 
was in the syringe. Nurse B, who was nearby, realized that Nurse A had administered the whole of the 
syringe's content intravenously and reported this to the physician immediately. After checking the 
patient's condition and vital signs, the physician administered two intravenous injections of Anexate 
0.25mg. The patient was roused easily and was admitted for a day for observation. (AN023083)
The patient had been attending the hospital in question for follow-up treatment for systemic lupus 
erythematosus (lupus nephritis, thrombocytopenia, and hemolytic anemia). The patient became 
febrile once more and a pulmonary infarction and thrombosis of the inferior vena cava were observed 
upon performing a contrast CT, so the department of cardiovascular medicine was consulted. 
The physician from the department of cardiovascular medicine gave the order by telephone for 
an intravenous injection of 2,000 units of heparin once a day, as well as continuous intravenous 
infusion. After ordering a continuous intravenous infusion of 25,000 units/5A/day, the attending 
physician in the department of rheumatology and clinical immunology intended to order 2,000 units 
as the first intravenous injection, but mistakenly created a prescription order for the administration 
of Novo-Heparin 5,000 units/5mL for Injection, 4 vials, making a total of 20,000 units, to be 
administered by continuous intravenous infusion once a day. After the order was submitted, the 
pharmaceutical department made two inquiries about the prescription to the attending physician, 
asking the first time "Is 20,000 units of Novo-Heparin the dosage you wanted?" and the second 
time "Is it appropriate for 20,000 units of Novo-Heparin to be administered intravenously?" The 
attending physician ordered the nurse to halt the continuous infusion of Reminaron that the patient 
was receiving at the time and gave a verbal order to administer an intravenous one-shot dose of 
Novo-Heparin 5,000 units 4 vials. At this point, the nurse also asked if s/he could proceed, but the 
physician did not amend the order, so the nurse proceeded to give an intravenous injection of 20,000 
units of heparin, as the physician had ordered 20,000 units and also given a verbal order for one-shot 
administration. In the evening, as the patient's APTT could not be measured, the cardiovascular 
department was consulted and protamine began to be administered at 18:00. At 19:30. APTT had 
declined to 86.9, reaching 36.0 by 07:00 the following day. (AN023084)
The pediatric surgery resident gave a verbal order for "intravenous injection of Opystan 1mL." 
The attending physician from the department of pediatric surgery diluted Opystan 35mL (1A) in 
normal saline 9mL (3.5mg/mL) and corrected the order to "administer 0.5mL" of this. The pediatric 
surgery resident was not aware that the drug should be used after a ten-fold dilution, so s/he took 
up Opystan 35mg (1mL) into a 1mL syringe and injected 17.5mg (0.5mL) - 6.9 times the usual 
dosage - intravenously (the usual dosage of Opystan for children is 1mg/kg/dose - see "Shin Shouni 
Yakuyouryou Kaitei Daiyonban (New Pediatric Doses: Revised 4th Edition), Shindan to Chiryo Sha, 
2006. The usual dosage for a pediatric patient weighing 2.52kg is 2.52mg). Subsequently, cyanosis 
was observed when disinfecting the skin to carry out a thoracentesis, so the thoracentesis was 
halted. SpO2 was in the 40% range and the heart rate had declined to around 70bpm, so the patient 
was ventilated with a bag valve mask, with recovery taking 2-3 minutes. Limb rigidity was observed 
during ventilation, so an intravenous injection of Phenobarbital 20mg/kg/dose was administered. 
When the dosage of Opystan was checked again, the overdose was noticed, so an intravenous 
injection of Naloxone 0.04mg/kg/dose was also administered. The limb rigidity disappeared soon 
after this was administered. The patient then progressed without any decline in SpO2 or recurrence 
of rigidity. (AN023085)
The physician gave a verbal order for the injection of 1% propofol 3mL. The nurse could not hear the 
order for the injection amount and, without obeying the rule that verbal orders should be repeated, 
slowly injected 13mL until the patient became drowsy. The patient became oversedated, so the 
quantity of Nor-Adrenalin was increased and the respiratory apparatus settings were changed and 
the defibrillator (100J) was applied once. The patient was roused three hours later. (AN023086) 
(Published in Medical Safety Information No.67)
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No.29 2

Administration 
of 10 times 

proper dosage 
to pediatric 

patients

Sulbacillin for injection was administered, but the patient continued to be febrile, so the treating 
physician switched to Zosyn. The order was for "Zosyn 450mg + normal saline 10mL to be 
administered for 30 minutes", but the staff member in charge of the injection assumed that 450mg 
was 4.5g and requested this, so Zosyn 4.5g + normal saline 10mL was prepared.  The night nurse 
dissolved the drug that had been prepared and administered it as it was, without carrying out a 
double-check. (AN023087) (Published in Medical Safety Information No.67)
The physician was controlling the patient's anticonvulsant medication and Pediatric Neurologist 
A advised Neonatologist B that s/he might want to consider starting to use Mystan. At that point, 
Physician A made the verbal recommendation "0.2mg of Mystan per kilo", but Physician B misheard 
the order as "2mg per kilo". Whereas Physician B should have prescribed Mystan granules 1% 
0.2mg/kg/day (0.4mg/time), s/he entered a prescription based on an understanding that the dosage 
was 2mg/kg/day (4mg/time). In doing so, s/he entered "2mg/kg/day" in the comments box on the 
computer. Senior Physician C did not notice the mistake when double-checking the prescription 
and when the pharmacist was dispensing it, s/he saw the comment "2mg/kg/day", so thought, "The 
physician must have been ordered to prescribe this dose" and did not submit an inquiry about the 
prescription. When the nurse looked up the usage and dosage of Mystan, the reference literature 
stated that it was "0.2mg/kg/day", so s/he inquired with Physician B about the prescription, asking 
"Don't you think that the dosage of Mystan is a little high?", but Physician B replied, "It's a little 
high, but that's fine", so the nurse was convinced that it was appropriate. The incorrect dosage was 
administered to the patient twice a day for two days (a total of four times). The error was discovered 
on the second day, when Physician B checked again with Physician A. (AN023088)

No.30 5

Administration 
of allergic 

drug to patient 
with previous 
known allergy 

history

A patient with colon polyps was admitted for EMR. The patient had a history of asthma and was 
to continue the single-use inhalation medicine brought in at hospitalization, but the instructions 
in this regard were not explained clearly to the patient and the patient's family members took the 
inhalant home with them. Furthermore, the patient had severe allergies to medication, but the input 
of information about this was inadequate. Information about this was not conveyed to the night 
shift staff and the primary nurse on duty the following day, so when the patient suffered an allergic 
reaction to the pre-treatment Adona infusion, s/he did not have the inhalant to hand and it took time 
to respond to the situation. (AN023089)
Wystal for injection was administered to a patient with acute cholangitis. Ten minutes later, the 
patient developed symptoms of anaphylaxis accompanied by shock. The patient was found to 
have hypoxemia, so his/her blood pressure was raised through the administration of oxygen and 
medication, and his/her state of consciousness and breathing stabilized, but s/he was admitted for 
observation. When a check was carried out, it transpired that the patient had previously required 
emergency treatment for anaphylactic shock after being administered Wystal for injection for acute 
cholangitis, but this had not been written on his/her record in a conspicuous manner. (AN023090) 
(Published in Medical Safety Information No.67)
The patient was admitted for ERCP. There was a record of the patient having been examined in the 
emergency department a few years previously, which stated that "It was determined from taking 
the patient's history that s/he has a penicillin allergy", but this had not been recorded in the specific 
section provided for allergy information. The attending physician prescribed Sulbactam/Ampicillin 
without checking the patient's allergies. The nurse wrote "Sawacillin Capsules" under the allergy 
history section of the patient interview sheet. When Sulbactam/Ampicillin was administered after 
the ERCP, it was noticed that the patient was developing a rash, so administration was halted. This 
was reported to the attending physician, who consulted the dermatology department and began 
treatment for a drug allergy. (AN023091)
The patient was found to have been experiencing abdominal pain after meals since before 
admission. It was thought that this was contributing to a reduction in the patient's oral intake, so 
Loxonin was prescribed as oral medication from the lunchtime (60mg, 3 tablets, 3/day), with the 
objective of alleviating the abdominal pain. The physician did not notice the fact that the admission 
order stated "administration of NSAIDs forbidden" and the primary nurse also accepted the order 
without challenge. After lunch, one Loxonin tablet (60mg) was distributed to the patient, who took 
it. Subsequently, a member of the patient's family told the nurse that the patient "went to the toilet 
20 minutes ago and hasn't come back", so the nurse went to the toilet and found the patient vomiting 
into the toilet bowl. After the patient returned to the hospital room, the patient's family member 
pressed the nurse call button and the nurse went to the room, where the patient complained of severe 
dyspnea, so the nurse reported this to the physician immediately. As the patient had a previous 
history of asthma attacks caused by Voltaren and pyrazolone drugs (Sedes), it was thought that the 
state of shock accompanied by dyspnea on this occasion was potentially an allergic reaction to the 
Loxonin. (AN023092)
The antibiotic Ozex was administered to the patient. However, the patient had a history of having 
suffered an allergic reaction in the form of swollen lips when taking the antibiotic Ozex in the 
past. This was written in the allergies column on the record, but it was overlooked. When entering 
the prescription, there was a confirmation field, but this was overlooked and the physician went 
ahead with the prescription. It was administered via a gastric tube, so it was recovered immediately. 
(AN023093)
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No.33 5

Extravascular 
leakage of 
gabexate 
mesilate

The patient was elderly, so endoscopic treatment of choledocholithiasis was performed. This was 
complicated by DIC, so administration of Reminaron 1,500mg + 5% glucose 250mL via an infusion 
pump was commenced. As the patient had dementia, s/he pulled at the infusion line and took it out 
on a few occasions, added to which, it was difficult to secure a blood vessel, so infusion leakage had 
occurred and the line had had to be replaced a number of times. On the fourth day after commencing 
administration of Reminaron, the nurse noticed that the infusion insertion site in the dorsum of 
the right foot, through which Reminaron was being administered, was colored dark red, so s/he 
removed the infusion and re-inserted it. The nurse discovered puslike exudate coming from the 
dorsum of the right foot and there was redness around the insertion site, so s/he reported this to 
the attending physician. Gentacin Ointment was applied to the site for several days. However, the 
cutaneous symptoms did not improve, so the patient was examined in the dermatology department, 
where it was discovered that the skin was becoming gangrenous, so debridement of the gangrenous 
area was carried out, while ensuring infection control. (AN023094)
The patient's general condition deteriorated due to conditions including cerebral infarction, pneumonia 
and renal failure. It had become difficult to secure a blood vessel for the continuous peripheral infusion 
and there was a tendency for leakage to occur, so the infusion had to be repeatedly re-inserted, 
changing the insertion site each time. The patient then suffered DIC, so Reminaron 1,000mg + normal 
saline 250mL was administered using an infusion pump. The day after commencing administration, 
the patient complained of pain in the right forearm, so the infusion site was changed. Four days after 
this, the patient developed redness on the right forearm, so a cold compress was applied. Another 
three days later, redness was discovered on the left thigh at the insertion site used to administer the 
Reminaron, and it was not possible to determine whether or not infusion leakage had occurred. The 
infusion was immediately changed to the right upper arm. Infusion leakage occurred again thereafter 
and the infusion site was changed as appropriate, but it was difficult to secure a blood vessel in a 
peripheral site, so the attending physician was consulted and a central venous catheter was inserted, 
through which Reminaron was administered. Ulceration of the right forearm subsequently developed, 
so the nursing team treated this, but as the symptoms did not improve, the situation was reported to 
the attending physician. The following day, the patient was examined in the dermatology department 
and diagnosed with cutaneous gangrene due to infusion leakage, and his/her symptoms improved as 
debridement was carried out. Neither the physicians nor the nurses were aware of the risk involved in 
administering high concentrations of Reminaron. (AN023095)
It was decided to administer Reminaron 1500mg/day as a measure against severe infection, DIC 
following a massive hemorrhage, and respiratory disorder. The central vein route could not be used 
because the patient was being administered catecholamine, etc., so 0.6% Reminaron was prepared in 
order to reduce the quantity of the infusion as much as possible, and was administered alone via the 
peripheral route. The following day, redness was noticed at the route insertion site, so administration 
was halted and the route removed. The pressure ulcer team intervened, but exacerbation of the 
swelling and redness were observed at the site of the redness, and debridement of the necrotic site 
was carried out. Granulation subsequently took place and it was judged that there was a strong 
possibility that the wound would heal naturally, without the need for a skin graft. (AN023096) 
(Published in Medical Safety Information No.67)
To treat pancreatitis and DIC, the patient was started on an infusion of FOY 500mg + normal saline 
500mL via a peripheral vein in the right lower leg. On the day of admission, an attempt was made 
to insert a CV, but this was unsuccessful, so continuous infusion of FOY 2,000mg + normal saline 
500mL at a rate of 20mL/h was carried out via a peripheral vein. On the sixth day after starting 
FOY, there was a sensation of heat and redness on the right lower leg, so the peripheral infusion 
was removed, the insertion site was cleaned and an Acrinol compress applied, and the peripheral 
intravenous infusion was switched to the right upper arm. About two weeks later, the redness in 
the right lower leg disappeared, but a small quantity of pus was adhering to the scar at the infusion 
insertion site. Irrigation and disinfection continued, but the patient complained of pain in the right 
lower leg, so the plastic surgery department was asked to examine him/her, whereupon s/he was 
diagnosed with cellulitis. A relaxing incision and debridement were carried out and after the wound 
was irrigated, ointment was applied and it was protected with gauze. (AN023097)
From the time the patient was transferred into the care of the department, his/her condition had been 
complicated by DIC, so administration of "Reminaron 1,500mg + normal saline 48mL" via a central 
venous catheter commenced. Subsequently, as a CT showed that a 15mm thrombus was attached to 
the central venous catheter tip and as the patient's DIC had improved, the central venous catheter was 
removed and the same dose of Reminaron began to be administered via an Angiocath needle in the 
left forearm. Three hours after commencing infusion, the patient experienced pain at the insertion 
site of the Reminaron infusion (6.5mL had been injected), so a blood vessel was secured in the right 
forearm and the infusion was re-inserted there. The following day, redness was observed along the blood 
vessel in the right forearm, so this was reported to the physician and the line securing the blood vessel 
was removed (the quantity of Reminaron administered via the right arm was 937.5mg). The case was 
referred to the dermatology department, which replied that the patient was suffering from extravasation-
induced phlebitis, so a steroid ointment and a saline gauze dressing were applied, in accordance with 
the order from the dermatology department. Subsequently, the pain in the area of the right forearm 
where the phlebitis was located intensified and induration was observed, so the patient underwent a 
further examination in the dermatology department, which determined that part of the induration was 
disintegrating, and that the area within was necrotic from the dermis to the adipose layer. (AN023098)
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No.34 1

Surgical fire 
due to the 

flammable by 
electrocautery

Before closing the incision in a partial cystectomy, colectomy and fistula closure, Physician A 
disinfected the skin with Stericlon R ethanol solution 0.5 (containing 0.5% chlorhexidine and 83% 
alcohol) and then sprinkled the drug solution over the surrounding skin. Physician A thought that 
the 0.5 in Stericlon R ethanol solution 0.5 meant that it was a 0.5% ethanol solution. Subsequently, 
s/he asked Physician B to close the incision and made to leave the operating theater to explain to 
the family how surgery had gone. When Physician B subsequently used an electrosurgical pencil 
because a hemorrhage had occurred in part of the wound, the gauze that had been placed over 
the wound ignited. Normal saline was immediately poured over it to extinguish the flames, but 
when the sterile drapes were removed, excoriation thought to be a burn was observed on the front 
of the wound, so Rinderon ointment was applied. (AN023099) (Published in Medical Safety 
Information No.67)

No.37 1

Failure to 
resume 

ventilator 
without 

releasing 
“standby” 

mode

The nurse carried out aspiration on a patient who had been fitted with a ventilator because s/he was 
unconscious and had hardly any spontaneous respiration. In doing so, while carrying out aspiration, 
the nurse used the “standby” function on the ventilator, which was not customarily used in the 
hospital in question, but forgot to disengage “standby” mode after completing aspiration. The nurse 
knew that ventilation would not take place in “standby” mode, but used the “standby” function 
during aspiration because it made the procedure easier. (AN023100) (Published in Medical Safety 
Information No.67)
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No.39 8

Insufficient 
confirmation 
of medicines 
brought in at 

hospitalization

There was insufficient gathering of information about the patient's medicines brought in at 
hospitalization, as a result of which no order was given for the Phenobal that the patient should have 
taken orally, so it was not administered. (AN023101)
A patient admitted for the purpose of chemotherapy was examined the same day in the department 
of cardiovascular medicine. At that point, due to the chemotherapy, the physician entered on the 
clinical card an order for the cardiovascular therapeutic drug Maintate to be reduced from 5mg to 
2.5mg, for Lasix to be reduced from 40mg to 20mg, for Selara to be reduced from 100mg to 50mg 
and for Vasolan and Warfarin to be halted. The nurse entered the details of the medicines brought 
in by the patient at hospitalization on the Pre-admission Medication Form and administered those 
drugs to the patient. When the clinical card was subsequently checked because one of the medicines 
brought in at hospitalization was running out, the order was discovered and the drug administration 
error was noticed. (AN023102) (Published in Medical Safety Information No.67)
The check of the Baktar prescribed at another medical institution was inadequate, so two doses were 
administered by mistake, instead of one. (AN023103)
At the time of admission, the patient did not have his/her oral medication with him/her, so a family 
member brought it that night, without any intervention by the pharmacist. When the nurse checked 
the medicines that the patient was already taking at the time of hospitalization, there were oral 
medications packaged together and a drug bag containing Lasix and Aldactone-A. Nurse A thought 
that the Lasix and Aldactone had not been packaged together, so s/he placed the drugs that had 
been packaged together and the drug bag containing the Lasix and Aldactone in the cart used for 
distributing medications. When distributing each patient's medications, Nurse B also thought that 
the Lasix and Aldactone were not in the back with the drugs that had been packaged together, so s/
he administered the drugs that had been packaged together and Lasix and Aldactone. Two days later, 
when a check was carried out because of doubts about the fact that there were other tablets, even 
though there were medications packaged together, it was discovered that Lasix and Aldactone were 
also in the bag with the medications packaged together. (AN023104)
The patient took the sleeping drug that s/he had brought in at the time of hospitalization and then felt 
giddy and fell over when s/he got up to go to the toilet. The nurse had not checked whether the patient 
had brought in a sleeping drug at the time of hospitalization. The patient sustained a contusion of the 
buttocks, so a pelvic X-ray was taken, but there were no abnormalities. (AN023105)
A patient with upper abdominal pain was admitted for control of his/her symptoms. The attending 
physician informed the patient's family of the patient's examination results and that the patient 
was in the terminal stage of cancer. During the night, the patient was found sitting beside his/her 
bedside. The patient was semiconscious and had a contusion-like mark on the left-hand side of the 
back of his/her head, and the outer packaging of a pack of Halcion, which the patient was thought to 
have brought from home, was also discovered where it had been discarded. A head CT was carried 
out and the patient was diagnosed with a subdural hematoma. (AN023106)
Due to an acute exacerbation of rheumatoid arthritis, the patient's inflammatory markers rose, s/he 
had a slight fever and pantalgia, and his/her ADL declined, so s/he was brought in as an emergency 
and admitted for thorough examination and treatment. The patient was taking Predonine 5mg and 
prednisolone 2mg, so the emergency department physician wrote "Predonine 7mg 1T/1" on the 
medicines brought in at hospitalization docket, but the patient was administered prednisolone 1mg/
day for five days from the day after admission and s/he was transferred to another ward on the fourth 
day of being administered prednisolone 1mg/day. The day after being transferred to the other ward, 
the pharmacist was asked to carry out a drug audit, but the patient was highly fatigued and was 
using an N95 mask, so the pharmacist did not speak to the patient or check the record. The day after 
finishing the five-day course of prednisolone 1mg/day, prednisolone 1mg/day was prescribed again 
for oral administration for another five days. Subsequently, when the physician from the infection 
control division made a house call, it was discovered that the patient had been taking 7mg at home, 
so the prescription was amended to Predonine 5mg and prednisolone 2mg. (AN023107)
At the time of admission, the pharmacist was compiling the list of medicines brought in at 
hospitalization, but whereas s/he should have recorded the active ingredient dosage, in the form 
"Aldactone-A Fine Granules 10% 12.5mg 1/day", s/he actually wrote the product volume, recording 
it as "Aldactone-A Fine Granules 10% 0.125g 1/day". When checking the list of medicines brought 
in at hospitalization, Attending Physician A did not compare the list with the medication handbook. 
Subsequently, Attending Physician B prescribed the oral medication to be taken during admission 
from that evening, based on the list of medicines brought in at hospitalization. There was an inquiry 
about the prescription from the pharmaceutical department when the prescription was issued, as 
the amount prescribed was more than was usually prescribed, but it was decided that there was no 
problem because the amount tallied with the list of medicines brought in at hospitalization, so the 
drug was prescribed. The administration of ten times the dosage was still not noticed the following 
morning, and the patient also took home a prescription for the same amount at the time of discharge. 
The error was noticed several hours after discharge, when pointed out by a pharmacist. (AN023108)
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No.42 2

Reception error 
of patient’s 

ECG waveform 
in central 

monitoring 
system

Patient A was admitted requiring a monitor to be fitted. The nurse fitted the monitor to Patient 
A without entering the patient's name on Channel X of the main monitor unit. When the nurse 
subsequently opened the operation screen for ward admission and discharge, in order to enter the 
patient's name on the channel screen, s/he mistakenly selected Channel Y, which was the channel 
for Patient B. As Patient B's name was entered on the ward admission and discharge operation 
screen, the nurse erased Patient B's name and entered Patient A's name instead. As a result, Patient 
A's waveform was displayed on the Channel X column without a name, while Patient B's waveform, 
labeled as being for Patient A, was displayed on the Channel Y column. The error was noticed three 
hours later, because the waveform was still showing, even after Patient A had left the ward to go for 
an examination. (AN023109) (Published in Medical Safety Information No.67)
The electrocardiogram monitor on Ward X was missing a transmitter, so a transmitter was borrowed 
from Ward Y. The borrowed transmitter was faulty, so Ward X asked a contractor to repair it. 
The transmitter that the contractor lent Ward X to replace the faulty one had the same ID number. 
Ward X used the transmitter it had been lent for Patient A. The contractor finished repairing the 
transmitter, but returned it to Ward Y, as its ID number identified it as belonging to Ward Y. At 
that point, the hospital had two transmitters with the same ID (frequency). Subsequently, Patient A 
continued to use the transmitter on Ward X, while the transmitter that had been returned after being 
repaired began to be used for Patient B on Ward Y. When the transmitter for Patient A on Ward X 
was switched off, the waveform for Patient B on Ward Y was discovered to be being transmitted to 
the monitor on Ward X. (AN023110)

No.46 3
Burn caused 
by a bed-bath 

towel

On giving a bed-bath, the nurse placed a plastic bag containing a hot towel near the patient’s leg. 
When the nurse gave the bed-bath and placed the patient in the right lateral decubitus position, s/
he noticed redness and epidermal detachment on the lateral side of the patient's left knee. The nurse 
checked and found an unused hot towel in a plastic bag under where the patient's knee had been 
positioned. (AN023111) (Published in Medical Safety Information No.67)
Towels in plastic bags were prepared in order to give a patient a bed-bath. The staff member 
concerned removed one towel and placed the other, still folded up, between the patient's trunk 
and right forearm. Subsequently, when tidying up the towels, the staff member discovered a patch 
of redness measuring 7cm × 3cm on the patient's right forearm and began cooling of the area. 
Afterwards, the dermatology department was consulted and the patient was diagnosed with a first-
degree burn. (AN023112)
The patient asked for a towel to clean his/her genital area. The nurse put on thick rubber gloves, but 
did not check the temperature of the hot towel with his/her bare hands when taking it out. The nurse 
placed the hot towel in a basket and, when handing it over, told the patient to take care because the 
towel was hot. Later, the patient notified the nurse that s/he had sustained a burn from the hot towel 
and when the nurse checked, the patient was found to have redness and swelling (a blister) on the tip 
of his/her right middle finger. (AN023113)
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No.47 7
Mix-up of 
the tooth 

extraction site

After making an incision in the gum around the maxillary left first molar and carrying out 
subperiosteal detachment, the dentist removed the buccal alveolar plate and exposed and resected 
an odontoma. The compound odontoma contained multiple tooth-like structures, both large and 
small, so an X-ray was taken in order to check that none were remaining. The results showed a 
tooth-like radiopaque finding near the root of the maxillary left first molar, which led the dentist to 
suspect that some of the tissue remained, so s/he cut away the surrounding bone and explored the 
area. The dentist found a tooth posterior to the odontoma that was initially resected and extracted 
it. When a further X-ray was taken, it was discovered that the dentist had extracted the tooth bud 
for the maxillary left second molar, which should not have been extracted. At that point, the dentist 
explained what had happened to the patient's mother and obtained her consent to return the extracted 
tooth bud to its original position; after returning the tooth bud, the dentist closed the incision. The 
patient is currently attending regular outpatient consultations to confirm whether or not the restored 
tooth bud has been successfully engrafted. (AN023114)
Both the right mandibular wisdom tooth and the second molar were impacted, and the dentist 
planned to extract only the wisdom tooth. However, due to inadequate checking by means of an 
X-ray photograph during the treatment process, the dentist mistakenly extracted the second molar, 
which was impacted further forward. (AN023115) (Published in Medical Safety Information 
No.67)
There was a discrepancy between the X-ray image of the tooth that was supposed to be extracted 
and the recognition of that tooth within the oral cavity. Accordingly, whereas the right mandibular 
number six was supposed to be extracted, the right mandibular number seven was extracted by 
mistake. (AN023116)
The department of orthodontics at the hospital in question asked a private dentist to "extract the left 
upper AB", so that the plastic surgery department at the hospital in question could perform bone 
grafting into the alveolar cleft. In doing so, whereas the intention was to "extract the left upper AB", 
a treatment information form that misidentified the site, with the request "extract the left upper AC", 
was posted to the private dentist. The private dentist extracted the left upper AC, in accordance 
with the treatment information form. The mistake in the identification of the site in the treatment 
information form was discovered when the mother of the patient in question noticed that the tooth 
that had been extracted differed from the one that she had originally been told would be extracted. 
(AN023117)
The pediatric patient had a history of cretinism, so the Xylocaine commonly used as a local 
anesthetic could not be used and it was necessary to use Citanest, which has a low anesthetic 
effect. Accordingly, it was difficult to manage pain during the procedure and the patient's violent 
movements and crying made it hard to identify the operative field. After the local anesthesia had 
been administered, the dentist used a scalpel to incise and detach the palatine mucosa, and found 
that a supernumerary tooth was completely impacted in the bone. Firstly, the dentist started from 
the left side and cut away part of the palatine bone. After doing so, part of the crown of a tooth was 
visible, so the dentist judged this to be a supernumerary tooth and extracted it after exposing the 
crown. Following on from this, the dentist cut away the bone around an impacted median maxillary 
supernumerary tooth in the same way and extracted it. The patient progressed without post-operative 
infection and all sutures were removed. The patient was re-examined after the mucosa had healed. 
At the time of the re-examination, an X-ray taken to check the post-operative progress showed that 
one supernumerary tooth remained on the left, while a left maxillary incisor (permanent tooth) was 
missing, so the dentist became aware that the wrong tooth had been extracted. (AN023118)
Before administering local anesthesia, the surgeon and his/her assistant both checked right and left 
and the X-ray image was displayed in close-up, with the operative field shown on the right-hand side. 
However, due to an assumption by the surgeon, whereas s/he had planned to extract the right lower 
buried wisdom tooth, s/he misidentified right and left and extracted the left lower buried wisdom 
tooth instead. (AN023119)
Before admission, the patient's attending physician made a request to the dentist performing the 
surgery. The dentist was told the tooth extraction sites by the attending physician, checked it before 
surgery, and obtained a consent form. On the day of surgery, after extracting the right mandibular 
number six, the dentist moved on to the extraction of a left maxillary molar, but misidentified the left 
maxillary number seven and number six and extracted the wrong one. A post-operative X-ray was 
taken, but neither the attending physician nor the dentist performing the surgery checked it, so the 
patient was discharged without the extraction error being noticed. After discharge, the extraction error 
was noticed when the patient was examined at the dental surgery that his/her family ran as a private 
practice; when the attending physician at the hospital in question received a letter asking "Why has 
number seven been left in place and number six been extracted?" and checked the post-operative X-ray 
photograph, s/he realized that s/he had mixed up the teeth and extracted the wrong one. (AN023120)

No.48 1
Failure to 

check oxygen 
remaining

Before transferring the patient, Nurse A checked that the oxygen tank was full. When s/he handed 
the patient over to Nurse B in the X-ray TV room, s/he did not confirm that the patient would be 
switched over to the central piping system. The amount of oxygen remaining was not checked after 
the examination. When the patient left the X-ray TV room, the amount of oxygen remaining was 
not checked. During transfer of the patient, the oxygen ran out and SpO2 fell to 62%. (AN023121) 
(Published in Medical Safety Information No.67)
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