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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 public 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 JQ should play a major role in this.

Since FY2004 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 2014, we have issued ninety-seven 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 2014 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 Recurrence of Events and the Occurrence of Similar Events, 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 JQ would like to do our utmost to 
improve the quality of medical care and ensure that the public 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 2014 Annual Report

Kikuo Nomoto 
Director, Japan Council for Quality Health Care

Ten 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 2014 Annual Report has been created by compiling quarterly reports that have already been published 
in the previous year. It includes tabulated results with additional data provided by voluntarily participating 
medical institutions and an enhanced summary of on-site visits conducted as part of the “Collection of Follow-
Up Information Concerning Medical Adverse Events” initiative. The project 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 project 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 2014 Annual Report

Shin Ushiro
Director 

Japan Council for Quality Health Care

Misa Sakaguchi
Manager, Division of Adverse Event Prevention

Japan Council for Quality Health Care

1. Foreword
We would like to express our 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 JQ Board of Directors meeting held in March 2014, the project has 
been run during FY2014 with a core focus on the collection, analysis and provision of medical near-miss/adverse 
event information and training relating to medical safety. In addition, in September 2014, we marked the 10th 
anniversary of the start of this project by renewing our registration with the Minister of Health, Labour and 
Welfare as a registered analysis center running this project, in accordance with the Ordinance for Enforcement 
of the Medical Care Act. There was continued participation, as well as new participation by registered medical 
institutions; as of the end of 2014, 1,399 institutions were participating, a figure that had risen to 1,414 at the 
time of writing. Over the five years of the next registration period, we will strive to increase both the number of 
medical institutions taking part and the number of events reported. Qualitative improvements in such areas as 
the content of the reports are also required, so in addition to holding workshops, the project has made written 
inquiries about events and carried out on-site visits with the cooperation of medical institutions. We would 
like to analyze medical adverse events – both those that involve deaths and those that do not – and near-miss 
events occurring in a variety of hospital departments, and gain an understanding of their fundamental causes, 
so that we can highlight the issues that are faced by the whole of the medical community. As such, we greatly 
appreciate your continued understanding and cooperation in this endeavor.

We are hereby pleased to publish our 2014 Annual Report, which summarizes the medical near-miss/adverse 
event information reported between January and December 2014. This annual report mainly covers the contents 
of the 37th–40th Quarterly Reports, but also provides an overview of the on-site surveys that the project has 
carried out. We hope that staff at medical institutions, especially those in charge of safety management, will 
review this report thoroughly and share the parts which are most useful and relevant to the circumstances of 
their particular medical institution.

Moreover, the JQ also hopes that, by reading this Annual Report and viewing information published on the 
project homepage, the general public, as recipients of medical care, will gain an understanding of the various 
different types of medical adverse events and medical near-misses and the nature thereof, 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.
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2. 2014 Project Outline
The project plan for FY2014 was approved at a February 2014 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.

Figure 1 Content of the Project in FY2014

3. 2014 Annual Report

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

As of the end of 2014, the number of medical institutions participating in this project has increased slightly, 
to 1,399 institutions (p.64). 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. These 
diagrams show basic data concerning the status of participation in this project and this information is updated 
on the website as required. It can be accessed via the “Medical Institutions Participating in Each Project” link 
on the List of Participating Medical Institutions page (http://www.med-safe.jp/contents/register/index.html).

2) Number of Event Reports

Between January and December 2014, the project received 3,194 reports of medical adverse event information, 
2,911 of which were reported by medical institutions subject to reporting requirements, with the remaining 
283 being reported by voluntarily participating medical institutions (p.68). These figures exceed the number 
of events reported in 2013 and represent the highest number of reported events since the project began. As 
mentioned in previous publications, we see this as an encouraging sign that reporting medical adverse events 
has gradually become an established practice over the 10 years since we began accepting reports in October 
2004. We are aware that the medical care environment is becoming increasingly demanding, so we would 
like to express our sincere gratitude to all cooperating medical institutions. Going forward, the project would 
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encourage them to review the scope of reports described in “I-2-[1]-2 Information Reported as Medical Adverse 
Events” (p.55) and report events appropriately in order to promote medical safety in Japan. 

Since January 2010, participating medical institutions have reported on medical near-miss events; information 
about such events is divided into two categories: information about the number of events occurring and 
information about events. All participating medical institutions provide information about the number of 
medical near-miss events that have occurred; in addition, medical institutions may provide information about 
events if they wish. It was reported that, as of the end of 2014, 724,241 events occurred from 223,139 hospital 
beds (p.92), with information being provided about 29,736 cases from 206,512 hospital beds (p.93). 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 project 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; 
to check and organize the facts; and to put together a report on the event. However, medical institutions can 
expect many positive outcomes from ongoing participation in this project and the submission of high quality 
reports, including improvements in their ability to identify, analyze, and report on the facts of an event, as well 
as access to data that can be useful when an integrated organizational body – namely, a medical institution – is 
making decisions about a management policy with a high regard for medical safety. With the medical adverse 
event investigation system set to begin operating in October 2015, medical institutions will have an even 
greater need than ever to be able to identify the facts of cases, analyze the background and causal factors, and 
formulate improvement measures based on an understanding of the root causes. We believe that participating 
in this project and actively submitting reports 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 has remained below this level since then, with 316 being reported in 
2011, 347 in 2012, 341 in 2013, and 283 in 2014. On the other hand, we believe that the rise in the number of 
voluntarily participating medical institutions from 691 (as of the end of 2013) to 718 (as of the end of 2014) 
demonstrates a will to cooperate in this project, 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, it would seem that endeavors at the reporting level – including our own – are still inadequate. Although 
it is a voluntary endeavor, we believe that the utilization and maintenance of a large number of reports through 
an adverse event reporting system such as this project is tremendously meaningful not only for the medical 
community, but also for society as a whole, so we will continue ask medical institutions to participate and 
submit reports. At the same time, we would like to request the continued cooperation of medical institutions 
that are participating voluntarily.

The fact that the number of events reported by voluntarily participating medical institutions is considerably 
lower than the number of events reported by medical institutions subject to the reporting requirement appears 
to indicate a difference in awareness of reporting, something that has been pointed out repeatedly at meetings 
of the project’s Management Committee. When asked to give lectures, we always explain this point and ask 
those in attendance to provide their cooperation in this regard. At the same time, we 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, we do not believe 
that anything will be achieved by the government unnecessarily expanding the obligation to submit reports 
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or imposing penalties, because of an undue perception that the low number of reported events constitutes a 
problem.

As described below, in June 2014, a bill was passed concerning the establishment of a medical adverse event 
investigation system, so a new system for constant reporting and analysis of cases involving deaths will begin 
operating in October 2015. We believe that it is vital for this project to play its own key role in this new system 
and preparations for its launch. We will strive to promote a more widespread understanding of the significance 
of this project as a system for reporting and learning from adverse events, in order to enhance medical safety.

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 number of events reported by medical institutions subject to the reporting requirement 
and the number reported by voluntarily participating medical institutions would seem to suggest that the 
reported figures do 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.

Table 1 Number of Reported Medical Adverse Events

Year 2005 2006 2007 2008 2009 2010 2011 2012 2013 2014

Number of 
Reports

Mandatory 1,114 1,296 1,266 1,440 1,895 2,182 2,483 2,535 2,708 2,911

Voluntary 151 155 179 123 169 521 316 347 341 283

Total 1,265 1451 1,445 1,563 2,064 2,703 2,799 2,882 3,049 3,194

Number of 
Medical

Institutions

Mandatory 272 273 273 272 273 272 273 273 274 275

Voluntary 283 300 285 272 427 578 609 653 691 718

Total 555 573 558 544 700 850 882 926 965 993

4) Current Reporting Status

The chapter “II Current Reporting Status” in this Annual Report carries figures compiled on the basis of 
reports from medical institutions subject to the reporting requirement and voluntarily participating medical 
institutions (p.73 to 89).

There is a tendency for there to be no major changes in the figures in many of the diagrams published in in the 
Annual Report from year to year. 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

Individual theme analysis takes two forms: prospective analysis and retrospective analysis. As shown in Table 
2, a total of 11 themes were taken up for analysis in 2014.
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Table 2  Themes Analyzed

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

Medical Adverse Events Related to Nurses and Assistant Nurses with Less Than a Year’s Professional 
Experience

(2)  Themes for the Analysis of Events That Occurred During the Period Under Analysis (Retrospective 
Analysis)

[1] Events Involving the Subcutaneous or Mediastinal Migration of the Patient’s Tracheostomy Tube
[2]  Events Related to Medical Safety or Information Management Arising in the Course of the Duties of 

Administrative Staff
[3]  Events Involving the Failure to Provide Appropriate Drug Therapy Due to the Misidentification of 

Generic Drugs
[4] Events Related to the Transceivers of Wireless Electrocardiogram Monitors
[5] Events Related to the Management of Milk Formula and Breastfeeding
[6] Events Related to Reagents Used in Allergy Skin Testing
[7] Events Related to the Washing and Disinfection of Endoscopes
[8] Events Related to the Use of Potassium Preparations as an Intravenous Bolus
[9] Events Related to Irradiation of the Wrong Site in Radiotherapy
[10] Events Related to Misinterpretation of Verbal Information

Prospective analysis involves first establishing the theme and then undertaking a comprehensive analysis of 
relevant medical adverse events, while continuing to collect details of relevant medical near-miss events. A 
new theme is chosen each year and information is provided on an ongoing basis. In 2014, analysis throughout 
the year focused on the theme “Medical Adverse Events Related to Nurses and Assistant Nurses with Less 
Than a Year’s Professional Experience.”

In the 3rd to 17th Quarterly Reports, key events were highlighted in a section entitled “Medical Adverse 
Event Information to Be Shared.” Since the 18th Quarterly Report, these events have been highlighted in a 
section entitled “Individual Theme Analysis,” incorporating a broader range of information. More specifically, 
in addition to providing an introduction to the events that occurred during the period under analysis in the 
Quarterly Report, this section now summarizes previous events of this nature, as well as incorporating the 
background to the events and providing an introduction to information about medical safety both within 
Japan and overseas. Thus, we have provided a suitable volume of information in order to position these issues 
as themes. Examining events retrospectively (retrospective analysis) in this way has enabled us to highlight 
recent key events as themes without delay and provide new information. 

Each theme review features such information as specific examples, the number of reported events, background 
and factor analysis, and a summary of improvement measures to prevent recurrence. The following introduces 
a few examples of themes analyzed in 2014 and key diagrams showing the results of that analysis.
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(1) Medical Adverse Events Related to Nurses and Assistant Nurses with Less Than a 
Year’s Professional Experience

Major changes are underway that will affect medical care in Japan, including the rapid aging of the 
population coupled with a declining birth rate, and advances in medical technology. Amid this situation, 
nursing staff will be required to provide high-quality nursing care that demonstrates even greater 
consideration for the patient’s perspective and the nature of the nursing techniques that nursing students 
need to learn will also change accordingly. At the same time, the opportunities for clinical placements 
for nursing students and the scope thereof tend to be limited, due to the increasing complexity of nursing 
practice and the need to ensure patient safety. Amid this situation, in 2006, the Ministry of Health, 
Labour and Welfare (MHLW) set up the Review Committee on Enhancing Basic Nursing Education; 
in 2008, in response to the Committee’s report, the Ministry of Education, Culture, Sports, Science and 
Technology (MEXT) promulgated a ministerial ordinance partially revising the Rules on the Designation 
of Public Health Nursing, Midwifery, and Nursing Schools and Training Colleges. As a result of this 
revision, a new field called Integration was added to the curriculum at public health nursing, midwifery, 
and nursing schools and training colleges in FY2009, with medical safety specified as one of the topics 
to be covered in the subject Nursing Integration and Practice. Moreover, the MHLW revised the Act 
on Public Health Nurses, Midwives, and Nurses and the Act on Assurance of Work Forces of Nurses 
and Other Medical Experts in July 2009, making it obligatory to endeavor to provide clinical training 
to newly graduated nursing personnel from April 2010. Furthermore, in February 2011, the MHLW put 
together the Guideline on Clinical Training for Newly Graduated Nursing Personnel, with the aim of 
putting in place a system for the clinical training of newly graduated nursing personnel at all medical 
institutions accepting such personnel, irrespective of each institution’s function and size, in order to 
ensure that new graduate nursing personnel acquire basic clinical practice skills. This guideline was 
revised in November 2013 by the Review Committee for Revising the Guideline on Clinical Training 
for Newly Graduated Nursing Personnel, with the aim of identifying tasks to be carried out in order to 
further promote clinical training for newly graduated nursing personnel, and the Guideline on Clinical 
Training for Newly Graduated Nursing Personnel [Revised Edition] was published in February 2014.

Nursing staff are cited as the person involved in many of the medical adverse events reported to this 
project. Among them are reports of events that occurred due to a lack of knowledge or experience on 
the part of nursing staff with less than a year of professional experience. We therefore chose this as the 
subject of an individual theme review, as we believed that it would be useful to analyze medical adverse 
events with a focus on cases involving nursing staff with less than a year of professional experience and 
to share our findings. We provided a broad overview of medical adverse events and medical near-miss 
events, and analyzed events involving drugs and blood transfusions; events involving treatment and 
procedures, medical devices, etc., drains and tubes, and examinations; and events involving nursing 
care.

Table 3 shows the number of months of professional experience of those involved in each kind of event. 
This suggests certain characteristics according to the nature of the duties; for example, reports tend to 
be made earlier in the case of events involving drugs, drains and tubes, and nursing care, which are 
duties that newly graduated nursing staff tend to undertake alone from an early stage. We hope that 
each medical institution will review these trends in events that tend to be more common among nurses 
and assistant nurses with less than a year of professional experience, and make use of them in training 
their staff.
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Table 3  Type of Event and Number of Months of Professional Experience of Nurses and Assistant 
Nurses

(Reference) Month*1 Apr. May Jun. Jul. Aug. Sep. Oct. Nov. Dec. Jan. Feb. Mar.

Total

Months of Professional 
Experience(months)

Type of Event

0 1 2 3 4 5 6 7 8 9 10 11

Drug 0 2 3 11 9 11 8 12 8 9 5 8 86
Blood transfusion 0 0 0 0 0 0 0 1 1 0 0 0 2
Treatment/procedure 0 0 0 1 2 2 6 2 1 6 0 6 26
Medical device, etc. 0 0 2 3 0 3 2 1 1 2 1 2 17
Drainage tube or other tube 1 4 3 4 3 2 12 10 11 8 3 4 65
Examination 0 0 1 1 0 0 0 0 0 0 1 0 3
Nursing care 9 10 17 27 29 31 39 43 32 41 28 40 346
Others 0 0 2 4 6 6 6 1 10 4 2 3 44
Total 10 16 28 51 49 55 73 70 64 70 40 63 589

*1  This table has been compiled on the basis of the number of months of professional experience; to aid understanding of the calendar month and number of reports, 
April has been assumed to be month zero, as most nurses, etc. take up their posts in April.

* The shading of each cell varies according to the number of reports; the higher the number of reports, the darker the shading of the cell.

(2)  Events Involving the Subcutaneous or Mediastinal Migration of the Patient’s 
Tracheostomy Tube 

Tracheostomy intubation, which involves performing a tracheotomy and inserting a tracheostomy tube, 
is mainly carried out to secure an airway in patients on long-term ventilation and patients who have 
undergone an oral surgical procedure. This project previously issued Medical Safety Information No.54 
“Accidental removal of the endotracheal/tracheostomy tube when changing positions,” which highlighted 
cases in which the endotracheal/tracheostomy tube of a patient on a ventilator was accidentally removed 
when changing the patient’s position and warned of the need to check the patient’s breathing after 
changing their position, as well as checking the fixation of the endotracheal/tracheostomy tube and the 
operating condition of the ventilator. Subsequently, three cases in which subcutaneous or mediastinal 
migration of the patient’s tracheostomy tube occurred for some reason were reported between January 
and March 2014. Migration of the endotracheal tube of a patient on a ventilator can lead to a severe 
medical adverse event, so this was taken up as the subject of an individual theme review.

The cases were of two types: 1) subcutaneous, etc. migration of a newly inserted tube when replacing the 
tracheostomy tube; and 2) subcutaneous, etc. migration of a tracheostomy tube for some reason while in 
use. For each type of case, the analysis described the situation at the time the event occurred, the length 
of time since the tracheotomy was performed, the major background and causal factors of the event, and 
the reported improvement measures. Among the events were cases in which the placement site shifted 
when treating bleeding around the tracheostomy tube or when replacing the gauze, making subsequent 
insertion difficult, and cases in which the tracheostomy tube became misplaced when changing the 
patient’s position or moving them, such as for the purpose of a chest X-ray. Accordingly, these cases 
appeared to offer useful learning opportunities.

In addition, other organizations have provided information about similar events. The Japan Medical 
Safety Research Organization published details of cases of death and measures to prevent occurrence 
in “Sentinel Events ~Learning from Events~ Risk Management in the Week after a Tracheotomy.” 
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Moreover, the Pharmaceuticals and Medical Devices Agency published “PMDA Medical Safety 
Information No.35: Precautions in Handling of Tracheostomy Tubes.” These warnings are also carried 
in this paper.

Events of this nature are highly likely to lead to a severe medical adverse event, such as death or residual 
disability. Accordingly, we hope that medical institutions will use this analysis of events reported by 
other facilities in their efforts to prevent similar medical adverse events.

Table 4  Classification of Events

Classification of Events Number 
of Cases

When replacing the tracheostomy tube 5

When replacing it for the first time 3

When replacing it on the second or subsequent occasion 2

While the tracheostomy tube was in use 13

After carrying out a procedure around the tracheostomy tube 5

After moving the patient or changing their position 4

After pushing in a loose tracheostomy tube 3

Unknown 1

Total 18
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(3)  Events Related to the Use of Potassium Preparations as an Intravenous Bolus

Potassium preparations are widely used as a potassium supplement to treat hypokalemia. The use 
of potassium preparations as an intravenous bolus can cause arrhythmia and cardiac arrest, so it is 
considered to be a high-risk drug. As such, warnings are provided and special steps are to be taken in 
its preparation. This project provided a warning about these preparations in Medical Safety Information 
No.98 (published in January 2015) “Wrong Method of Administering a Potassium Preparation.” One 
event involving the administration of a potassium preparation as an intravenous bolus via an infusion 
line, instead of as an intravenous injection added to the infusion was reported between October and 
December 2014, so this was taken up as an individual theme.

Seven events related to the use of potassium preparations as an intravenous bolus have been reported 
between the start of this project (October 2004) and December 2014. A variety of events have been 
reported, with the severity of the event ranging from death to no disability whatsoever, but even those 
that were reported to have caused no disability included some in which the degree of treatment required 
as a result of the event was reported to be “intensive treatments,” so those events may have temporarily 
had a major impact. A general outline of events is provided and the main background and causal factors 
have been categorized as “knowledge,” “order,” “check of order,” “system/rules,” or “other,” based on 
the reported summary of event. In addition, the brand names and information displayed on the labels 
of the potassium preparations involved in these events have been summarized, and the improvement 
measures taken by the medical institutions at which these events occurred are also outlined.

The reported events suggest that it is vital to ensure that medical staff have adequate knowledge, 
including knowing not only that the administration of potassium preparations as an intravenous bolus 
is prohibited, but also why this is prohibited and what could happen if they are administered as an 
intravenous bolus. It is also important to ensure that medical staff get into the habit of clarifying orders 
concerning the administration method and rate and of checking if they are unclear about anything at 
all. In addition, the brand names and color of the drug solution vary from one potassium preparation to 
another, so caution is required. We hope that medical institutions will strive to prevent similar events, 
reconfirming which potassium preparations are used at their facility, as well as referring to this paper 
and Medical Safety Information No.98.
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Table 4  Classification of Events

Brand Name Potassium 
Content Warning on Label

Color 
of Drug 
Solution

Number 
of Cases

Aspara® Potassium Injection 10mEq

10mEq/10mL Colorless 3

KCL Corrective Injection 1mEq/mL

20mEq/20mL Yellow 1

K.C.L.® Drip Injection 15%

40mEq/20mL

Yellowish 
orange
Yellow 1

KCL Injection 20mEq Kit (Terumo)

20mEq/20mL Yellow 1

KCL Injection 20mEq 20mL 20mEq/20mL Not currently sold 1

*The packaging and labels of preparations are revised from time to time, so their current form may differ from that at the time the events occurred.

6) Recurrence of Events and Occurrence of Similar Events 

It is a fact that similar events continue to be reported even after information about medical adverse events has 
been provided in Quarterly Reports and Medical Safety Information, so follow-up is required. Accordingly, in 
2009, we added a section entitled “Recurrence of Events and Occurrence of Similar Events,” which provides 
an analysis of these events. More specifically, focusing on events reported after we had provided information 
about events of a similar nature, this section looks at the number of recurrent or similar events and trends up to 
this point after the provision of information, and provides details of specific improvement measures reported 
by the medical institutions concerned.

Table 6 shows the events most commonly reported in 2014 that were recurrences of or similar to events 
profiled in Medical Adverse Event Information to Be Shared, Individual Theme Analysis, and Medical Safety 
Information. The number of reports of burns (excluding burns sustained during nursing care), gauze left 
within the body, and burns sustained during nursing care was particularly high.



- 15 -

Table 6 Most Commonly Reported Recurrent and Similar Events in 2014 

Summary Number of 
events

Burns (excluding burns sustained during nursing care) [Medical Adverse Event Information to Be Shared] 30

Gauze left within the body [Medical Adverse Event Information to Be Shared] 28

Burns sustained during nursing care [Medical Adverse Event Information to Be Shared] 27

Events relating to pathology test specimens [Medical Adverse Event Information to Be Shared] 17

Facility management [Medical Adverse Event Information to Be Shared] 14

Events involving failure to communicate the content of the 
diagnostic imaging report [Individual Theme Analysis] 14

Urethral Damage Caused by an Indwelling Bladder 
Catheter [Medical Safety Information] 14

Events Involving Urethral Damage Due to Inflation of the 
Balloon Without Checking the Discharge of Urine When 
Inserting an Indwelling Bladder Catheter

[Individual Theme Analysis] 14

Events related to beds and other objects used in patient 
care [Medical Adverse Event Information to Be Shared] 12

Events relating to bed side rails and handles [Medical Adverse Event Information to Be Shared] 12

Left-right mix-up [Medical Adverse Event Information to Be Shared] 10

Table 7 shows themes highlighted in the section “Recurrence of Events and Occurrence of Similar Events” in 
2014. For each theme, it provides details of changes in the number of reported events, specific examples, an 
analysis of background and causal factors, a summary of improvement measures to prevent recurrence, and 
information about warnings provided by other groups about such cases.

Table 7 Content Highlighted in Recurrence of Events and Occurrence of Similar Events

Summary Information Provided

[1] Extravascular leakage in pediatric patients Medical Safety Information No.7

[2] Surgical fire due to ignition of a flammable drug by an 
electrosurgical pencil Medical Safety Information No.34

[3] Extravascular leakage of gabexate mesilate
Vasculitis due to administration of gabexate mesilate (1st Follow-up 
Report)

Medical Safety Information No.33
Medical Safety Information No.77

[4] Events involving wrong-site treatment in dental consultations Medical Adverse Event Information to Be Shared, 15th 
Quarterly Report

[5] Use of unsterile medical supplies Medical Safety Information No.19

[6] Burn caused by a bed-bath towel Medical Safety Information No.46

[7] Inadequate Checks Concerning Diagnostic Imaging Reports Medical Safety Information No.63

[8] Events related to the obstruction or disconnection of a T-shaped 
stopcock while in use

Medical Adverse Event Information to Be Shared, 11th 
Quarterly Report
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This section introduces a few examples of the analysis of recurrent and similar events, along with key diagrams 
and tables.

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

Cases of burns sustained during a bed-bath, due to a hot towel in a plastic bag coming into contact with 
the patient’s body were highlighted in Medical Safety Information No.46 (issued in September 2010). 
In light of the fact that similar events were reported during the periods under analysis in the 2011 and 
2012 Annual Reports, we provided an outline of the events and improvement measures in the section 
“Recurrence of Events and Occurrence of Similar Events.” As two similar events were reported between 
July and September 2014, we have highlighted the issue again.

The analysis summarizes the status of the bed-bath towel involved in the event, the location of the patient 
and the bed-bath towel, the catalyst for the patient coming into contact with the bed-bath towel, and the 
site of the burn. Illustrations are provided to make it easier for readers to visualize the circumstances 
of the event and the improvement measures taken by the medical institution concerned are described. 
As well as repeatedly warning about events that continue to be reported, we will prepare and publish 
new illustrations so that we can provide information that medical institutions can use more effectively.

Figure 2 Example of Improvement Measures

Mr. ○○, we’ re 
going to give you 
a bed-bath now.

I’ ll put the 
bed-bath towels 
on top of the 
trolley.

Nurse A

Nurse B
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(2) Inadequate Checks Concerning Diagnostic Imaging Reports

Cases of the physician failing to check the content of the diagnostic imaging report after conducting 
imaging tests and therefore failing to notice a diagnosis that s/he had not anticipated, with the result 
that treatment might have been delayed were highlighted in Medical Safety Information No.63 (issued 
in February 2012) “Inadequate Checks Concerning Diagnostic Imaging Reports.” Subsequently, four 
recurrent and similar events were reported in 2012, four in 2013, and nine in 2014. As three similar 
events were reported between October and December 2014, we have highlighted the issue again.

We have provided a summary of the event and the main background and causal factors for the 17 events 
reported between January 2012 and December 2014. The main background and causal factors included 
1) the physician’s attention was focused on the main purpose of the examination; 2) the diagnostic 
imaging report was only prepared by the radiology specialist after the physician had viewed the images 
and made a diagnosis, so the physician did not check it adequately; 3) insufficient coordination between 
clinical departments; 4) the lack of a mechanism enabling the report to be checked on the IT system; 5) 
a mechanism for viewing the report on the IT system that was difficult for users to understand; and 6) 
defects in the IT system. The reported events suggest that it is vital for medical institutions to develop 
IT systems with easily comprehensible alerts and messages, which also enable users to check whether 
or not a report has been read, in order to ensure that important information is delivered to physicians 
in an appropriate way and can be utilized in the treatment of patients. We will continue to strive to 
prevent recurrence of similar events by repeatedly providing information and warnings about events 
that continue to be reported, so we hope that medical institutions will make effective use of this paper 
and Medical Safety Information No.63.

Table 8 Details of Inadequate Checks Concerning Diagnostic Imaging Reports
Type of Imaging 

Examination Objective of the Imaging Examination Content Not Checked

CT

Follow-up of an abdominal aortic aneurysm

Lung cancer and suspected lung cancer

After surgery for cancer of the floor of the mouth

Examination after surgery for urothelial carcinoma

Suspected aortic dissection

Examination before cataract surgery

Thorough examination after prostatectomy Nodular lesion in lung field

Evaluation after treatment of laryngeal cancer

Low density area and lesions in liverTransient loss of consciousness 

Follow-up of malignant lymphoma

Follow-up after surgery for coronary artery stenosis Gallbladder cancer

Follow-up after surgery for a bladder tumor Colon cancer

Deep venous thrombosis Suspected renal cell carcinoma

After surgery for breast cancer Ovarian tumor

Treatment plan for hip replacement arthroplasty Endometrial cancer

PET & CT Multiple myeloma Sigmoid colon cancer

MRI Follow-up of lumbar hernia and spinal stenosis Hepatic tumor

X-ray imaging Removal of ureteral calculi Sigmoid colon perforation
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4.  Medical Safety Information – Number of Facilities Receiving Information by Fax 
has Increased to 5,354 –

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 2014 issue of Medical Safety Information marked the ninth year of this initiative and 
we reached the milestone of the 100th issue in March 2015. As of the time of writing, we have reached the 
publication of Medical Safety Information No.104. 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. As a result, another 696 hospitals asked us to send them Medical Safety Information, so in February 
2012, we further expanded the group of medical institutions to which we send Medical Safety Information. 
We continued to receive applications even after that, resulting in the number of medical institutions (mainly 
hospitals) receiving this information growing to 5,354, covering more than 60% of all hospitals nationwide.

Table 9 Number of Medical Institutions Receiving Medical Safety Information and Breakdown 
Thereof

Medical Institution Number of Institutions

(1) Registered medical institutions 1,419

Clinics 109

Hospitals 1,310

(2) Bodies other than registered medical institutions 3,935

Total 5,354

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. Some medical institutions reproduce illustrations and tables from the 
Medical Safety Information in their own in-house medical safety bulletins. We are happy to see the Medical 
Safety Information being used in a variety of ways.

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.
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5. Provision of Follow-up Information and On-site Surveys
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 2014, we made 139 requests to medical institutions, asking them to provide documentation and other 
follow-up information concerning medical adverse events, and received 136 responses. Moreover, we asked 8 
medical institutions to permit us to carry out on-site surveys regarding 12 cases, and all of these institutions 
offered us their cooperation.

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.99-143, along with the main staff members present during the survey, as well as the survey findings and 
opinions on the events. In the 2011 Annual Report, 1-2 pages were written about each case, but from the 2012 
Annual Report, we compared the outline of the reported event against the main findings from the visit, as 
shown in Figure 3. We have adopted this approach again for this Annual Report and hope that you will find it 
useful. We are striving to conduct more in-depth on-site surveys and to enhance the information provided as 
feedback, as can be seen by the fact that this section is around 20 pages longer than the 2013 Annual Report, 
even though the number of on-site surveys has only increased by one from last year. The summaries of events 
that were the focus of on-site surveys are shown below.

Figure 3 Page Composition of the Overview of 
On-site Surveys

(Page Composition of the Overview of On-site 
Surveys)

　○・・・・・・・・・・・・・・・・・
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表９　訪問調査の事例内容

訪問調査の事例内容 掲載ページ

GE0250001
医師はインスリン0.5単位/ｈの投与を意図して原液を0.5mL/ｈと指示
し、看護師が指示通りに原液のまま投与した事例

186 ～ 188

GE0250002
医師はアドレナリンとして20万倍希釈したものを意図して、「ボスミ
ン倍希釈」と指示をしたが、看護師はボスミン外用液を２倍希釈する
と解釈し、高濃度の薬液が投与された事例

189 ～ 191

GE0250003
インスリン注射後、経管栄養を注入する患者のチューブがクランプさ
れたままであり、低血糖症状を起こした事例

192 ～ 193

GE0250004
輸血を行うことになっていた患者とは別の患者の血液製剤が払いださ
れ、指示がないにも関わらず輸血された事例

194 ～ 198

GE0250005
入院時の持参薬の確認が不十分となり、継続するはずのバイアスピリ
ンが投与されていなかった事例

199 ～ 202

GE0250006
到着時に開始入力がされた血液製剤を保冷庫に保存したため、別の患
者の血液製剤を取り出し、輸血した事例

203 ～ 206

GE0250007
NICUに入院中の小児にバンコマイシンを投与する際、医師が希釈指示
を間違えたため、看護師が10倍量で調製し、投与した事例

207 ～ 209
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Ⅲ　医療事故情報等分析作業の現況
１　概況及び専門家部門の活動

【６】事故事例に対する追加情報の収集

Comparison

Comparison

[Outline of background and causal factors]

[Improvement measures]

[Main feedback]

 Event in which the physician ordered 0.5mL/h of undiluted insulin, intending to administer 0.5 
units/h, and the nurse administered the insulin undiluted, in accordance with the order

Objectives of 
the on-site visit

•
•
• Improvement measures, etc.

Attendees from 
the medical 
institution Medicine, cardiologist (Risk Manager), neurosurgeon, Department of Neurosurgery ward head nurse, 

Department of Neurosurgery senior ward nurse

[Reported objective of the treatment provided]
Continuous infusion of Humulin R was halted.

[Reported summary of event]
The physician wrote “Humulin R continuous infusion 0.5mL/h” on the order sheet and ordered administration to be started using 
a syringe pump. The diluent was not prescribed at that time. The nurse drew up undiluted Humulin R into a syringe, connected 
it to a syringe pump, and started the pump. There was no change in the patient’s blood glucose level when checked 1 hour and 
3 hours later, and the dosage error was only noticed 5 hours after administration, when the patient was found to have low blood 
glucose, of 32mg/dL.

[Outline of background and causal factors]
[Reported overview of factors behind 

the adverse event]
Findings from the visit

The physician who wrote out the order sheet had 3 years 

physician had ordered insulin, but s/he did not check how many 
units the amount ordered would constitute when administered. 

undiluted, but s/he was distracted by other orders for infusions 
and caring for other patients, so did not check. No double-check 
was carried out at the time of administration.

○ Patient
•  The patient was admitted to the neurosurgery ward for a 

cerebellar hemorrhage, but was being co-managed by the 
department of cardiovascular medicine, due to a history of 
myocardial infarction. The patient also had type II diabetes, 
managed with insulin administered using the sliding scale.

•  The patient’s respiratory condition had deteriorated 4 
days before the event occurred and oxygen was being 
administered via a T-piece following intubation. The 
patient’s blood samples on the morning of day in question 
showed hyperkalemia and hyperglycemia (326mg/dL), so 
the medical team decided to halt sliding-scale insulin and 
start continuous administration of Humulin R.

○ Internal rules and ordering method
•  There were no set rules on the general wards concerning the 

dilute concentration of insulin for continuous infusion or 
the method of ordering this.

•  Orders for ordinary injection drugs can be entered on the 
electronic medical record, specifying the administration 

that particular patient. However, prescriptions for Humulin 
R are entered under the Oral Medication section, due to the 
need to write the details on the outpatient prescription as 
well, and are prescribed separately from the diluent, such 
as normal saline. Consequently, when prescribing Humulin 

•  Orders for continuous infusion of insulin are meant to be 
written by the physician by hand on an order sheet, but 
insulin was rarely administered as a continuous infusion on 
this ward.

•  Injection drugs such as infusions can be ordered using a 
prescription order, so that is no need to use an order sheet, 
but some physicians also wrote orders for infusions by hand 
on an order sheet.

GE0250001

III III 
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1 Project Overview and Expert Division Activities

Event in which the patient’s full name was checked verbally and also using the wristband, but 
another patient’s drug bag was picked up and the wrong patient’s drugs were administered

Objectives of 
the on-site visit

• Verification of the facts
• Verification of the background and causal factors
• Concerning improvement measures

Attendees from 
the medical 
institution

Emergency Department Manager (physician), Deputy Nursing Director, physician from the Safety 
Management Department, nurse from the Safety Management Department, pharmacist from the Safety 
Management Department, 2 clerical staff from the Safety Management Departmen

[Reported objective of the treatment provided]
Handing out drugs

[Reported summary of event]
When handing out the drugs to be administered before the patients went to sleep, the nurse involved checked the patient’s full 
name verbally and also using the wristband, but picked up another patient’s drug bag and, reading out the name of the patient, 
handed over the other patient’s drugs and had the patient take them. The nurse noticed the error when s/he checked the drugs left 
over at the end of the process and found the drug bag for the patient in question.

[Outline of background and causal factors]
Reported overview of factors behind the adverse 

event
Findings from the visit

The checks carried out to ensure that the name on the drug bag 
and the patient’s name were correct when administering drugs 
were inadequate.

•   The ward where the event occurred was a psychiatric ward 
and patients would come to the nurses’ room to pick up their 
drugs.

•  In this case, one nurse alone (1) had the patient give his/her 
name when s/he came to the room → (2) checked the patient’s 
name on his/her wristband, but then picked up another 
patient’s drug bag and handed it over, saying the name of the 
patient in front of him/her. In this case, the identification of 
the patient was correct, but the drugs for another patient were 
administered.

•  The rule was that two nurses should distribute the drugs 
together, but on the day in question, a first-year nurse was 
doing it alone.

•  The drugs that the patient concerned was actually meant to 
take included Lendormin, Pursennid, and Contomin.

•  Once the nurse had finished handing out the drugs to the 
patients, there was a drug bag left over, but s/he remembered 
having handed over drugs to that patient, so s/he quickly 
realized his/her error in handing over the drugs for another 
patient.

•  The patient subsequently experienced toxicoderma, which 
was dealt with by the Critical Care Center.

(1) Rules for drug administration
•  The procedure for handing out drugs is as follows: two nurses 

together (1) prepare the drugs for all patients → (2) look at the 
drug bag and call the patient by his/her full name → (3) have 
the patient give his/her full name once s/he has come into the 
room → (4) check the full name on the patient’s wristband → 
(5) have the patient check the full name on the drug bag → (6) 
hand the drug packages over to the patient and have him/her 
take them there and then → (7) put the drug bags for patients 
who have already received their drugs in another place.

•  There was no set procedure to be used when a nurse was 
handing out drugs alone, and although nurses had handed out 
drugs alone before, this was the result of decisions based on 
the circumstances at that time.

GE0260002
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Table 10 Summary of Events on Which On-site Surveys Focused

No. Summary of event Page

GE0260001 Event in which specimens from CT-guided lung biopsies of two patients were mixed up in the 
pathology department and the wrong treatment was provided 99-102

GE0260002 Event in which the patient’s full name was checked verbally and also using the wristband, but 
another patient’s drug bag was picked up and the wrong patient’s drugs were administered 103-105

GE0260003 Event in which a resident erroneously administered 50,000 units of Heparin instead of 5,000 
units during a spinal angiography 106-109

GE0260004
Event in which a bile sample was not taken because the person involved misunderstood the 
pathologic cytodiagnosis screen (which was not often used on the ward) and thought that the 
physician would take the specimen

110-112

GE0260005 Event in which an order for a continuous infusion of Novo-Heparin remained on hold and was 
not administered to a patient transferred from ICU to the ward 113-116

GE0260006 Event in which a double dose of an antineoplastic drug was administered, due to a calculation 
error by the pharmaceutical department when preparing the drug 117-121

GE0260007 Event in which 7.5mg Warfarin tablets were prescribed in error when intending to reduce the 
dosage to 0.75mg, resulting in the patient taking the wrong dose for 10 days 122-125

GE0260008
Event in which the dosage was altered because of a change in the infusion flow rate, but the 
person on the next shift returned it to the original dosage because s/he was not told about the 
order

126-128

GE0260009 Event involving burns due to an electric current loop during an MRI examination 129-130

GE0260010 Event in which Duphaston tablets were supposed to be dispensed, but similarly named Fareston 
tablets were dispensed and handed over instead 131-134

GE0260011 Event in which a speech therapist switched off the patient’s ventilator to provide oral care, but 
forgot to switch it back on again 135-138

GE0260012 Event in which a nurse with five months of professional experience neglected to check the patient 
when administering drugs and administered the drugs to the wrong patient 139-143

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.
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6. Website Functions

1) Published Data Search of Events / Search Function (available in Japanese only)

Clicking on the “Published Data Search” button on the website for this project brings up the following screen 
(Figure 4). Medical adverse event information and medical near-miss event information can be perused on 
this page. Moreover, as shown at the bottom of the screen, there are buttons that enable the user to download 
the selected events for use on their computer in any of three file formats: XML, PDF or CSV. With reference 
to such events, medical and technological research is being conducted in the field of medical safety, as well 
as the upgrading of manuals concerning safe medical care, nursing and dispensing, and the improvement of 
pharmaceutical labeling. Furthermore, if a medical adverse event occurs, website users can refer to changes in 
patient conditions and treatment methods by perusing similar events. In the questionnaire survey concerning 
the use of this function, many respondents stated that they “used it as reference material if an adverse event 
occurs,” “distributed it to the safety management committee for use as a resource,” or “used it as a teaching 
aid in safety management workshops.”

This function has been developed in response to the numerous requests we have received from the medical 
institutions participating in this project and researchers, as well as many other people, asking us to develop a 
web-based system that enables events to be perused and searched, because a large number of events have now 
been published in the reports and they also contain a great deal of detail. As of the time of writing, this search 
page enables the user to search details of 15,647 medical adverse events and 36,761 medical near-miss events.

We hope that the publication of the reported information in this form and its appropriate use will ensure 
further improvements in mechanisms and in products used in the provision of medical care and that it will 
assist in dispute resolution. In addition, we hope that it will help reporting to become better established as the 
fruits of this initiative become more perceptible, thereby creating a virtuous circle of further improvements 
in medical safety and ensuring that it becomes firmly established as an important function not only in the 
medical community, but also in Japanese society as a whole.
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Figure 4 Page for Perusing Medical Adverse Events/Near-miss Events

Input keyword 

Download button for each file format 

Select summary of event

2) Disclosure of Medical Adverse Events by Medical Institutions via This Project

When a medical adverse event occurs, a medical institution may disclose details of the event to increase the 
transparency of medical care or prevent the recurrence of similar events by enabling other institutions to learn 
from it. It may also disclose details of a medical adverse event at the request of the patient involved in the event 
or a member of their family, who wish other institutions to learn from it in order to prevent the recurrence 
of such events. Cause Analysis Reports (summaries) compiled as part of the Japan Obstetric Compensation 
System for Cerebral Palsy, which the JQ also runs, are published on the system’s website for the same purpose.

In March 2005, the National University Hospital Council of Japan published the Guidelines for the Disclosure 
of Medical Adverse Events at National University Hospitals, which set out standards for the disclosure of any 
medical adverse events that have occurred. These guidelines were subsequently revised in 2012, based on a 
recognition that a system for the public disclosure of outlines of medical adverse events, measures to prevent 
recurrence, and other medical safety information had become established and was functioning via this project. 
Just like the original version, the revised Disclosure Guidelines set out certain standards for the disclosure of 
information about medical adverse events at national university hospitals, in order to enhance the transparency 
of medical care, increase trust among the public, and assist in thorough medical safety management and 
the prevention of recurrence at medical institutions. They define “disclosure” as reporting the majority of 
events to this project. This does not include any event arising from “medical procedures or management 
that is obviously incorrect” which is an “event that caused the patient to die or suffer residual disability, or 
resulted in the patient requiring intensive procedures or treatment” Thus, this project and its Open Data Search 
function in particular play an important role in increasing the transparency of medical safety and improving 
the disclosure of medical adverse events at medical institutions.
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3) Pharmaceutical Companies’ Use of the Project to Collect Medical Near-miss/Adverse Event 
Information Database to Prevent Drug Mix-up

–Warning about Mix-ups Due to the Similarity in Brand Names Between Norvasc and 
Nolvadex–

Previous annual reports have highlighted the fact that pharmaceutical companies have used the database of 
events reported as part of this project when issuing warnings about mix-up between drugs with similar names, 
such as Almarl and Amaryl, and Norvasc and Nolvadex (2012 Annual report, p.25-29 and 2011 Annual Report, 
p.16-19). Pharmaceutical companies are citing the outcomes of this project in warnings concerning the mix-
up of two drugs that are renowned for having similar names: Norvasc (generic name: amlodipine besylate), a 
drug to treat hypertension and angina that is also used as a long-acting calcium channel blocker, and Nolvadex 
(generic name: tamoxifen citrate), an anticancer drug used to treat breast cancer. Another warning was provided 
in November 2013. This information was updated in July 2014 and again in May 2015 (http://www.pmda.go.jp/
files/000204707.pdf). Documents published by these companies to inform medical professionals about these 
issues have not only provided details of relevant events reported to this project, but also highlighted specific 
measures taken to deal with the problem, in the form of improvements to labels and search systems. The use of 
the output from this project to achieve improvements that will lead to the provision of safe medical care to the 
public 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.
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Figure 5   Caution Regarding Mix-ups Due to the Similarity in Brand Names Between Nolvadex® 
and Norvasc®
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謹啓
　時下ますますご清祥の段、お慶び申し上げます。
　また平素は格別のご高配を賜り、厚く御礼申し上げます。

　さて、アストラゼネカ株式会社が製造販売する「ノルバデックス（タモキシフェンクエン酸塩 ：
抗乳癌剤」とファイザー株式会社が製造販売する「ノルバスク（アムロジピンベシル酸塩 ：高血圧症・
狭心症治療薬／持続性 Ca 拮抗薬」では、両薬剤を採用頂いている施設のみならず、ノルバデックス
のみを採用頂いている施設（ノルバスクの未採用施設）においても、処方オーダシステムにおける両薬
剤の選択ミスの事例が報告されております。

　また、この選択ミスは、乳癌もしくは高血圧・狭心症を診療している科以外の診療科を受診した患者の
持参薬処方においても認められております。

　このため、特に重要と考えられる処方オーダシステムにおける薬剤の選択ミスを未然に防ぐための対
策及び処方監査によって誤処方を防いだ例をご紹介いたします。

　また、既に取り違い対策を導入されている施設におかれましても、異動や非常勤等の理由によりその
対策について十分に把握されておらず、選択ミスが生じる事例が報告されております。そのため、既に
導入済であっても、改めて院内における対策の周知徹底をお願い申し上げます。

　是非ご一読頂き、これらの薬剤を処方又は調剤頂く際には、薬効及び販売名等を今一度ご確認ください
ますようお願い申し上げます。
　今後ともご指導ご鞭撻の程、よろしくお願い申し上げます。　　　　　　　　　　　　　

謹白

処方監査により選択ミスが判明した実際の事例

< 事 例 ⒈ >
薬剤部での調剤時に、処方されたノルバデックスは患者の疾患と処方病棟から考えて間違
いではないかと思い、医師に疑義照会し発覚した。患者には処方されていないため、影響
はなかった。

< 事 例 2.>　 退院処方のオーダーの内容を配薬確認表を用いて確認しているとノルバスクが処方されて
おらず、配薬確認表に記載のないノルバデックスがオーダーされていることに気が付いた。　

【 背 　 景 】 　

それぞれの処方医が「ノルバスク」を処方するためにノルバの 3 文字検索の結果、
<事例1.>では、薬剤の名称が類似しているノルバスクは、取り違え対策のため後発品
に切り替えられていたので、「ノルバデックス」のみ表示され、<事例2.>では、「ノル
バデックス」、「ノルバスク」の両方が表示されていたが、いずれの処方医も「ノル
バデックス」を「ノルバスク」と思い込んでしまった。

出典：日本医療機能評価機構（医療事故収集等事業）第 6 回報告書　別添 3. No.41 及び 事例 ID: H803E524E45F12F42 より改変

）
）

その対策について十分に把握されておらず、選択ミスが生じる事例がくり返し報告されております。

医療機関での処方オーダシステムにおける対策事例

同様の対策事例が『PMDA 医療安全情報（No.44  2014 年 5 月）』で紹介されています：http://www.pmda.go.jp/files/000144997.pdf

【表示方法の工夫】
薬剤マスターに登録されている薬剤表示名称・表示方法を変更・工夫し、ノルバデックス
とノルバスクが間違って選択されないようにする。

注：システムの仕様により、院外処方せんの印字にも反映される場合があります。必ず、システムの仕様をご確認下さい。

●  販売名の類似した薬剤は、薬剤名称に薬効を付けて表示し注意を促す：
　　例）　変更前の表示：ノルバデックス

ノルバスク
変更後の表示： ＜抗女性ホルモン剤＞ノルバデックス

＜ Ca 拮抗薬＞ノルバスク
・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・
●  販売名の類似した薬剤が選択された際に、ポップアップ画面等により、選択した薬剤に

間違いがないか確認を促す：
　　例） 　ノルバデックスを選択した場合：「抗乳癌剤ですがよろしいですか？」

ノルバスクを選択した場合：「高血圧・狭心症の薬ですがよろしいですか？」
　・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・
●  抗癌剤等のハイリスク薬は、薬剤名称に★等のマークを表示し注意を促す :
　　例）　変更前の表示：ノルバデックス錠 10mg

変更後の表示：★ノルバデックス錠 10mg
　・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・
●  抗癌剤等のハイリスク薬は、薬剤名称に色を付けて表示し注意を促す :
　　例）　変更前の表示：ノルバデックス錠10mg

変更後の表示：ノルバデックス錠10mg

【検索方法の工夫】
薬剤マスターに登録されているノルバデックス（もしくは抗癌剤等のハイリスク薬）の検
索キーを変更・工夫し、特定の接頭語を付けないと検索されないようにする。　　

（間違って検索・選択できないようにする）
処方オーダシステムにおける対策例：
● ん
　　例）　「のるばでっくす」と入力しても、ノルバデックス錠は検索・表示されない

「んのるばでっくす」と入力すると、ノルバデックス錠が検索・表示される

処方オーダシステム対策を導入されていない施設におかれましては、
対策導入のご検討をお願いいたします。

また、既に対策を導入済みの施設におかれましても、
施設における対策の周知徹底をお願いいたします。

【選択ミス防止、誤投与防止のためのお願い】

【処方監査時だけでなく、交付時や配薬時も含めてのお願い】
掲載した事例では、適切な処方監査により薬剤の選択ミスによる患者への誤投与が未然に防止
されておりました。抗癌剤等のハイリスク薬や処方オーダシステムで誤入力しやすい医薬品を
処方された患者様に対して、病歴や薬歴等の確認をお願いいたします。

① 患者へのインタビューにより、どの時点でどのような疾患で受診したか確認をお願い
いたします。

② 処方箋に記載された処方科で処方される薬剤であるか確認をお願いいたします。

③ 併用薬、病名などの情報を利用し前回の処方歴および薬歴との照合をお願いいたします。

【ヒヤリ・ハット事例等の周知のお願い】
ノルバデックスとノルバスクの選択ミス防止の啓発と周知をお願いいたします。

① 新しく配属になった薬剤師の方を対象に、ノルバデックスとノルバスクの両薬剤を
間違えやすい医薬品として認知する機会（研修等）を設けていただくようご検討を
お願いいたします。

② ノルバデックスとノルバスクの両薬剤の販売名・薬効分類名を記載した表（本資料
裏面参照）を薬局内に掲示していただく等ご活用ください。

ノルバデックス（タモキシフェン）またはノルバスク
（アムロジピン）がご施設で初めて処方される患者様の場合や、

持参薬処方で処方された際には、
処方監査時に注意していただくようお願いいたします。

その対策について十分に把握されておらず、選択ミスが生じる事例がくり返し報告されております。

医療機関での処方オーダシステムにおける対策事例

同様の対策事例が『PMDA 医療安全情報（No.44  2014 年 5 月）』で紹介されています：http://www.pmda.go.jp/files/000144997.pdf

【表示方法の工夫】
薬剤マスターに登録されている薬剤表示名称・表示方法を変更・工夫し、ノルバデックス
とノルバスクが間違って選択されないようにする。

注：システムの仕様により、院外処方せんの印字にも反映される場合があります。必ず、システムの仕様をご確認下さい。

●  販売名の類似した薬剤は、薬剤名称に薬効を付けて表示し注意を促す：
　　例）　変更前の表示：ノルバデックス

ノルバスク
変更後の表示： ＜抗女性ホルモン剤＞ノルバデックス

＜ Ca 拮抗薬＞ノルバスク
・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・
●  販売名の類似した薬剤が選択された際に、ポップアップ画面等により、選択した薬剤に

間違いがないか確認を促す：
　　例） 　ノルバデックスを選択した場合：「抗乳癌剤ですがよろしいですか？」

ノルバスクを選択した場合：「高血圧・狭心症の薬ですがよろしいですか？」
　・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・
●  抗癌剤等のハイリスク薬は、薬剤名称に★等のマークを表示し注意を促す :
　　例）　変更前の表示：ノルバデックス錠 10mg

変更後の表示：★ノルバデックス錠 10mg
　・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・
●  抗癌剤等のハイリスク薬は、薬剤名称に色を付けて表示し注意を促す :
　　例）　変更前の表示：ノルバデックス錠10mg

変更後の表示：ノルバデックス錠10mg

【検索方法の工夫】
薬剤マスターに登録されているノルバデックス（もしくは抗癌剤等のハイリスク薬）の検
索キーを変更・工夫し、特定の接頭語を付けないと検索されないようにする。　　

（間違って検索・選択できないようにする）
処方オーダシステムにおける対策例：
● ん
　　例）　「のるばでっくす」と入力しても、ノルバデックス錠は検索・表示されない

「んのるばでっくす」と入力すると、ノルバデックス錠が検索・表示される

処方オーダシステム対策を導入されていない施設におかれましては、
対策導入のご検討をお願いいたします。

また、既に対策を導入済みの施設におかれましても、
施設における対策の周知徹底をお願いいたします。

【選択ミス防止、誤投与防止のためのお願い】

【処方監査時だけでなく、交付時や配薬時も含めてのお願い】
掲載した事例では、適切な処方監査により薬剤の選択ミスによる患者への誤投与が未然に防止
されておりました。抗癌剤等のハイリスク薬や処方オーダシステムで誤入力しやすい医薬品を
処方された患者様に対して、病歴や薬歴等の確認をお願いいたします。

① 患者へのインタビューにより、どの時点でどのような疾患で受診したか確認をお願い
いたします。

② 処方箋に記載された処方科で処方される薬剤であるか確認をお願いいたします。

③ 併用薬、病名などの情報を利用し前回の処方歴および薬歴との照合をお願いいたします。

【ヒヤリ・ハット事例等の周知のお願い】
ノルバデックスとノルバスクの選択ミス防止の啓発と周知をお願いいたします。

① 新しく配属になった薬剤師の方を対象に、ノルバデックスとノルバスクの両薬剤を
間違えやすい医薬品として認知する機会（研修等）を設けていただくようご検討を
お願いいたします。

② ノルバデックスとノルバスクの両薬剤の販売名・薬効分類名を記載した表（本資料
裏面参照）を薬局内に掲示していただく等ご活用ください。

ノルバデックス（タモキシフェン）またはノルバスク
（アムロジピン）がご施設で初めて処方される患者様の場合や、

持参薬処方で処方された際には、
処方監査時に注意していただくようお願いいたします。

NOL008  B704 
2015年4月作成

※製品をご使用の際は最新の添付文書をご確認ください。

アストラゼネカ株式会社
〒 - 大阪市北区大深町 番 号

ファイザー株式会社
〒 - 東京都渋谷区代々木 - -

抗乳癌剤 高血圧症・狭心症治療薬・
持続性 Ca 拮抗薬

PTPシート上部に
「抗女性ホルモン剤」の記載
表面が銀色（錠剤が見えない）

PTPシート裏面に
「高血圧症　狭心症の薬です」
の記載
表面が透明（錠剤が見える）

薬効分類名等

ノルバデックス ノルバスク
販売名

製造販売元

PTPシートの写真

錠剤の写真

PTPシートデザイン
及び特徴

「抗女性ホルモン剤」
の表示

＊ノルバスク OD 錠には製品名印字はありません

ノルバスク錠 5 ㎎

「高血圧・狭心症の
薬です」の表示

ノルバデックス錠 20 ㎎ノルバデックス錠 10 ㎎

銀色

＊「ノルバデックス」は、
　アストラゼネカグループの登録商標です。

＊「ノルバスク」は、ファイザー株式会社の登録商標です。

ノルバデックスとノルバスク
この薬を処方または調剤いただく際にはご注意下さい。
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4) Browse Function for “Analysis Themes” and “Recurrence of Events and Occurrence of 
Similar Events”

Buttons for (1) [Analysis Themes] and (2) [Recurrence of Events and Occurrence of Similar Events] have been 
added to the homepage for this project (Figure 6). 

Figure 6 Project Website

(1) [Analysis Themes] button

(2) [Recurrence of Events and Occurrence of Similar Events] button

Clicking on button (1) enables the user to browse PDF files of pages that correspond to the titles of themes 
previously taken up for analysis. 

Figure 7 Analysis Themes Page

Analysis themes 
in the 40th 
Quarterly Report

Analysis themes 
in the 39th 
Quarterly Report

Analysis themes 
in the 41st 
Quarterly Report

PDF files for corresponding pages
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The following is a list of the themes that have been featured in the last three years.

Table 11 Analysis Themes Featured in Quarterly Reports (Last Three Years)

Year Quarterly 
Report

Cumulative 
Number Title

2015 41st
168 Medical Adverse Events Related to Insulin
167 Events Related to the Lithotomy Position during Surgery
166 Events Involving Suicide or Attempted Suicide in Hospital

2014

40th

165 Medical Adverse Events Related to Nurses and Assistant Nurses with Less Than a Year’s 
Professional Experience

164 Events Related to the Use of Potassium Preparations as an Intravenous Bolus
163 Events Related to Irradiation of the Wrong Site in Radiotherapy
162 Events Related to Misinterpretation of Verbal Information

39th
161 Medical Adverse Events Related to Nurses and Assistant Nurses with Less Than a Year’s 

Professional Experience
160 Events Related to Reagents Used in Allergy Skin Testing
159 Events Related to the Washing and Disinfection of Endoscopes

38th

158 Medical Adverse Events Related to Nurses and Assistant Nurses with Less Than a Year’s 
Professional Experience

157 Events Involving the Failure to Provide Appropriate Drug Therapy Due to the 
Misidentification of Generic Drugs

156 Events Related to the Transceivers of Wireless Electrocardiogram Monitors
155 Events Related to the Management of Milk Formula and Breastfeeding

37th

154 Medical Adverse Events Related to Nurses and Assistant Nurses with Less Than a Year’s 
Professional Experience

153 Events Involving the Subcutaneous or Mediastinal Migration of the Patient’s Tracheostomy 
Tube

152 Events Related to Medical Safety or Information Management Arising in the Course of the 
Duties of Administrative Staff

2013

36th

151 Medical Adverse Events Related to Medical Equipment for Blood Purification Therapy 
(Hemodialysis, Hemodiafiltration, Plasmapheresis, etc.)

150 Medical Adverse Events Related to Automated Medication Packaging Machines
149 Misidentification of ABO Blood Type Related to Hematopoietic Stem Cell Transplantation

148 Events Involving Unintentional Injury to the Patient’s Skin or Damage to Medical Supplies 
When Using Scissors

35th
147 Medical Adverse Events Related to Medical Equipment for Blood Purification Therapy 

(Hemodialysis, Hemodiafiltration, Plasmapheresis, etc.)

146 Medical Adverse Events Related to Cooperation between Medical Institutions and 
Dispensing Pharmacies

34th

145 Medical Adverse Events Related to Medical Equipment for Blood Purification Therapy 
(Hemodialysis, Hemodiafiltration, Plasmapheresis, etc.)

144 Medical Adverse Events Related to Invasive Procedures While Administering (Starting, 
Continuing, Stopping, Resuming, etc.) Anticoagulant or Antiplatelet Drug Therapy

143 Events Related to Reactivation of Hepatitis B after Administration of a Rituximab 
Preparation

142 Wrong Side Events in Thoracentesis and Insertion of Thoracostomy Tubes

33rd

141 Medical Adverse Events Related to Medical Equipment for Blood Purification Therapy 
(Hemodialysis, Hemodiafiltration, Plasmapheresis, etc.)

140 Medical Adverse Events Related to Invasive Procedures While Administering (Starting, 
Continuing, Stopping, Resuming, etc.) Anticoagulant or Antiplatelet Drug Therapy

139 Events Related to the Designation of Adrenaline Dilutions

Clicking next on button (2) enables the user to browse PDF files of pages that correspond to the titles of themes 
previously highlighted in the “Recurrence of Events and Occurrence of Similar Events” section. 
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Figure 8 Recurrence of Events and Occurrence of Similar Events Page

Analysis themes 
in the 40st 
Quarterly Report

Analysis themes 
in the 39th 
Quarterly Report

Analysis themes 
in the 41st 
Quarterly Report

PDF files for corresponding pages

The table below lists the matters featured over the last three years in the “Recurrence of Events and Occurrence 
of Similar Events” section, which first appeared in the 2009 Annual Report.
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Table 12  List of Matters Highlighted in the “Recurrence of Events and Occurrence of Similar 
Events” Section (Last 3 Years)

Year Quarterly 
Report

Cumulative 
Number Title

2015 41st

75 Administration of Contraindicated Drug (Medical Safety Information No.86)

74 Administration of 10 times proper dosage to pediatric patients (Medical Safety Information 
No.29)

73 Bone marrow suppression due to antirheumatic (Methotrexate) overdose (Medical Safety 
Information No.2, No.45 (1st Follow-up Report))

2014

40th
72 Inadequate Checks Concerning Diagnostic Imaging Reports (Medical Safety Information 

No.63)

71 Medical Adverse Event Information to Be Shared:  Events related to closure or disconnection of 
a three-way tap (11th Quarterly Report) 

39th
70 Use of unsterile medical supplies (Medical Safety Information No.19)
69 Burn caused by a bed-bath towel (Medical Safety Information No.46)

38th
68

Extravascular leakage of gabexate mesilate (Medical Safety Information No.33), Vasculitis 
due to administration of gabexate mesilate (1st Follow-up Report) (Medical Safety Information 
No.77)

67 Medical Adverse Event Information to Be Shared:  Medical adverse events related to wrong-site 
treatment in dental consultations (15th Quarterly Report)

37th
66 Medical Adverse Event Information to Be Shared: Extravascular leakage in pediatric patients 

(Medical Safety Information No.7)

65 Surgical fire due to ignition of a flammable drug by an electrosurgical pencil (Medical Safety 
Information No.34)

2013

36th
64 Tubing (catheter/drain) misconnections (Medical Safety Information No.14)

63 Wrong input of units on computerized prescription order entry system (Medical Safety 
Information No.23)

35th
62 Medical Adverse Event Information to Be Shared: Burns (excluding burns sustained during 

nursing care) (9th Quarterly Report)
61 Burn during use of a hot water bottle (Medical Safety Information No.17)

34th
60 Blood transfusion to wrong patient (Medical Safety Information No.11)

59 Medical Adverse Events Relating to the Transfer of a Patient from One Bed to Another (13th 
Quarterly Report)

33rd

58 Confusion between total product amount and content of active ingredient (Medical Safety 
Information No.9)

57 Magnetic material (e.g. metal products) taken in the MRI room (Medical Safety Information 
No.10)

56 Medical Adverse Event Information to Be Shared: Events Relating to Bed Side Rails and 
Handles (13th Quarterly Report)

5) Filtering by “Clinical Department” and “Job Title of the Person Involved” (available in 
Japanese only)

The Published Data Search page has pull-down menus that enable the user to select the clinical department 
involved (Figure 9) and occupation of the person involved (Figure 10). Leading academic societies in a range 
of clinical fields have invited representatives of this project to give lectures and it appears that the medical 
safety committees of some academic societies are considering embarking on projects to gather data about 
adverse events. However, systematically gathering information about events is not easy, so some academic 
societies have been considering making use of this project Published Data Search page. Functions that enable 
results to be filtered by clinical department involved and occupation involved would seem to be useful in 
aiding such deliberations. We hope that the addition of these functions will help to make the Published Data 
Search function even more useful in promoting medical safety.
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Figure 9 Filter by Clinical Department (Pull-down Menu)

Figure 10 Filter by Job Title of the Person Involved (Pull-down Menu)
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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 report 
events, themes in the information about events, and examples of the use of the event search system). Following 
on from last year, we have conducted a study of changes in the number of times the following three sections 
have been accessed over the last few years.

Table 13 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 event 
information can be viewed and printed out from PDF or downloaded as CSV files.

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

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

1) Changes in Access Frequency by Year

The following shows the number of times information has been accessed, by year. The figures indicate the 
number of times that the buttons [Published Data Search], [Medical Safety Information], and [Quarterly and 
Annual Reports] have been clicked on the homepage. In 2013, the number of times information was accessed 
inevitably declined, because the reporting and viewing systems were unavailable for about two months. It 
should also be noted that the figures for 2009 only include six months’ worth of data, while figures for the 
number of published data searches are only available from mid-July 2010.

Accordingly, access figures for Published Data Search were higher in 2014 than in 2013. The information 
available in this database consists of information about reported medical adverse events and near-miss events 
that has been masked by deleting any details that could identify an individual or a particular medical institution. 
We provide this information in order to contribute to routine medical safety and efforts to address medical 
adverse events, as well as research concerning medical safety, and R&D, manufacture, and sale by companies 
of safe products. This would appear to suggest that its use is growing. There was also a 7% increase in access 
figures for Medical Safety Information, but the 2014 figure was lower than the figures for the period 2010 
to 2012. When we investigated the reasons for this, we discovered that, as stated above, the access figures 
only count the number of times that the button [Medical Safety Information] on the homepage is clicked. We 
discovered that, in fact, people also frequently access the latest Medical Safety Information via direct links to 
the PDFs in the Latest Information column, or via a bookmark in the Favorites section of their web browser 
linked directly to the Medical Safety Information page, without using the homepage. Thus, figures for access 
from the homepage do not tell the whole story. Accordingly, in the 2013 Annual Report, to take such access 
methods into account, we compiled figures for the total number of times that the January to December editions 
of the Medical Safety Information bulletins for each year were accessed and compared them by the year of 
their publication. This showed a year-on-year increase. We used the same method to compile figures this year 
and found that they had increased further. However, for technical reasons, we have decided to adopt a new 
method this year, which showed that Medical Safety Information was accessed 135,745 times in 2014. This 
figure is not comparable with past data, but next year we will be able to start making comparisons with the 
figure for this year.

Access figures for Quarterly and Annual Reports in 2014 remained more or less the same as in 2013. The 
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Quarterly and Annual Reports contain a large volume of information, so we are increasing awareness of this 
introductory section in particular, as well as distributing it as reference material when we give lectures. 

We imagine that medical institutions give priority to addressing day-to-day medical near-miss and medical 
adverse events, as well as areas for improvement. Accordingly, we believe that treating the fruits of this 
project undertaken with the participation of medical institutions as important external information and making 
effective use of it is a vital task for all facilities.

Table 14  Published Data Search, Medical Safety Information, and Quarterly and Annual Report 
Page Access Frequency by Year

2009 2010 2011 2012 2013 2014
Published Data Search — 17,501 Note 2 36,826 Note 2 31,846 34,930 37,906
Medical Safety 
Information

39,973 Note 1 71,746 82,579 84,163 55,180 59,156

Quarterly and Annual 
Reports

21,769 Note 1 29,626 24,766 31,179 23,743 24,400

Total 61,742 118,873 144,171 147,188 113,853 121,462
Note 1) The collection period for Medical Safety Information and Quarterly and Annual Reports in 2009 is June 1 - December 31
Note 2) The collection period for the published data search in 2010 is July 14 - December 31
Note 3)  The Published Data Search, Medical Safety Information, and Quarterly and Annual Reports sections of the website were unavailable between July 22 and 

September 16, 2013, due to a system stoppage. 

Figure 11  Published Data Search, Medical Safety Information, and Quarterly and Annual Report 
Page Access Frequency by Year
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2) Medical Safety Information Access Frequency

We investigated how many times each of the issues of Medical Safety Information (from No.1 to No.97) was 
accessed between January and December 2013; Table 15 shows which issues of Medical Safety Information 
were accessed the most during that period. Usually, access frequency increases over the course of the month 
of publication and the following month, and then gradually declines from the third month after publication. 
Consequently, it is necessary to bear in mind such matters as the fact that the number of times that Medical 
Safety Information published outside the period under examination (that is to say, issues published up to and 
including December 2012) was accessed during its month of publication and immediately thereafter is not 
recorded, so the figures are lower than the actual total; the fact that the collection period for some is longer 
than that for others, depending on the month and year in which the Medical Safety Information was originally 
published; and the fact that, as shown in Figure 11, there is a possibility that the overall upward trend in the 
number of times that Medical Safety Information is accessed is influencing the number of times that each issue 
of Medical Safety Information is accessed. Accordingly, these results cannot be taken to indicate the issues of 
Medical Safety Information that have been viewed the most overall, but we hope that they will serve as a useful 
reference, bearing these points in mind. The issue that was accessed the most was Medical Safety Information 
No.86 “Administration of contraindicated drug” (Figure 12), which was issued in January 2014.

As pointed out in previous Annual Reports, it was not necessarily the case that the issues accessed the most 
were the ones which were available for the longest, due to their having been published at the beginning of the 
survey period, and it would appear that some issues of Medical Safety Information have been accessed many 
times, while others have received few views. Looking at the access figures for each year, the issues of Medical 
Safety Information that appeared to have been accessed comparatively often were those published in June 
each year, featuring recurrent and similar events to those highlighted in all previous issues of Medical Safety 
Information, entitled “Medical Safety Information released from 2006 to 2012” (★), and those termed “1st 
Follow-up Report” (☆), which repeat the information published previously.

Table 15 Medical Safety Information Accessed the Most (2014)
Title Number of Times Accessed

1 No.86: Administration of Contraindicated Drug 18,870
★ 2 No.91: Medical Safety Information released from 2006 to 2012 14,293

3 No.89: Syringe Pump Mix-up 13,072
4 No.90: Catheter or Tube Erroneously Cut with Scissors 12,260
5 No.92: Forgetting to Connect Ventilator Hoses 11,783
6 No.87: Burns during a Foot Bath or Shower 11,181
7 No.93: Wrongly Registered Antineoplastic Drug Regimen 10,873

☆ 8 No.94: Magnetic Material (e.g. Metal Products) Taken in the MRI Room (1st 
Follow-up Report) 10,497

9 No.88: Medical Safety Information released in 2013 10,056
10 No.95: Dead Battery in a Central Monitor Transmitter 9,691
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Figure 12  Medical Safety Information Accessed the Most in 2014: Medical Safety Information No.86 
“Administration of Contraindicated Drug” 

8.  6th Workshop on Process Flows and the Project to Collect Medical Near-miss/
Adverse Event Information

Duties are usually carried out via various operational processes in such areas as medical care, nursing care, and 
drug dispensing at medical institutions. However, in reality, one cannot really say that optimal, standardized 
operational processes have been created. Accordingly, it seems that operational processes differ between 
medical personnel and that they vary considerably from one medical institution to another, even for the same 
medical procedure. For example, can you call to mind the processes that are followed at your own medical 
institution when carrying out the procedures “preparing and injecting an injection drug from stock drugs, 
following an order sheet” and “injecting a drug based on a verbal order”? Do you think that these processes 
were designed with consideration for eliminating waste and unreasonable practices, as well as minimizing the 
risk of a medical adverse event? Answering such questions is an exercise in drawing up an operational process.

The workshop was attended by 33 people from 12 medical institutions, including 7 physicians, 14 nurses, 
8 pharmacists, and 4 clerical staff members. Representing the JQ, Shin Ushiro opened proceedings in the 
morning by explaining the current status of this project. After that, Dr. Yoji Nagai, Director of Hitachi, Ltd. 
Hitachinaka General Hospital, spoke on the subject “What is a Process Flow?” Next, the JQ’s Misa Sakaguchi 
gave a talk entitled “Drawing up Process Flows and their Importance in Medical Safety.” Dr. Shigeru Fujita, 
Assistant Professor in the Department of Social Medicine at Toho University’s Faculty of Medicine, then 
explained the revision of process flows to prevent recurrence, using specific examples of medical adverse 
events.

In the afternoon, each group from a single medical institution formed a team and reviewed and revised 
the process flows for regular and occasional injections at their facility, exploring the vulnerabilities of the 
operational processes at their facility and examining what revisions could be made. In the post-workshop 
questionnaire, 100.0% of respondents replied “I understood the content of the exercise (well).” The responses 
also included such comments as “I felt that it would have been even easier to understand if there had been 
warnings and feedback based on cumulative domestic data about the types of errors that occur, the outcomes 
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that these errors have, and the frequency thereof for each process,” which demonstrated the level of motivation 
among the participants. We also received requests about future workshops, such as “I’d like a lot more of these 
workshops to be held in the future.” We will take these requests into account in planning further workshops. 

Figure 13 Example of a Process Flow (Extract) (Japanese version)
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りました。また、今回の研修に対して「各工程において、どのようなエラーがこのような結果をも

たらすのか、頻度などについて、国内での集積データからの注意喚起やフィードバックがあればな

お理解を得やすいと感じた。」などのご意見をいただき、参加者が意欲的に取り組んでおられたこ

とがアンケートからもうかがえました。また、今後の研修に関し「このような研修を多くやってい

ただきたい。」などのご要望もいただきましたので、研修の企画の参考とさせていただくこととし

ています。

図１３　業務工程図の例（一部分）
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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: 11th and 12th 
Aggregate Reports and 2014 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 pharmacies, with 
reports of near-miss events being accepted from April 2009. The 2013 Annual Report was published in October 
2014, while the 11th and 12th Aggregate Reports were published in October 2014 and March 2015, respectively. 
At present, work on the 2014 Annual Report is being undertaken.

The number of pharmacies participating is continuing to increase, even now, and has reached 8,336 at the 
present time of writing. The number of events reported is currently around 350 - 550 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 42,000 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 (http://www.yakkyoku-hiyari.jcqhc.or.jp/phsearch/
SearchReport.action). In addition, particularly important events are selected as “Events to Be Shared” and 
published with comments from experts on individual events (http://www.yakkyoku-hiyari.jcqhc.or.jp/pdf/
sharing_case_index.pdf). 

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) 2014 Annual Report

Through the Project to Collect and Analyze Pharmaceutical Near-Miss Event Information, 5,399 events 
have been tabulated and analyzed between January and December 2014, and we are aiming to publish the 
2014 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 forthcoming Annual Report will be 
the fifth volume that enables comparisons to be made. 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 2014 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 16 Theme Analysis in the 2014 Annual Report (draft)

Details of Themes
Theme 

Analysis (New/
Continuing)*

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

2
Pharmaceutical near-miss event related to a change to a generic version, etc.

i)  Pharmaceutical near-miss event related to prescriptions featuring generic names
ii)  Pharmaceutical near-miss event related to a change to a generic drug, etc.

Continuing

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

4
Pharmaceutical near-miss event related to inquiries about prescriptions

i) Events involving a change in dosage as a result of an inquiry about the prescription
ii)  Events in which an inquiry about the prescription was not made, but a query subsequently arose

Continuing

5 Pharmaceutical near-miss event related to recurrence of Events to Be Shared or similar events Continuing

6
Pharmaceutical near-miss event related to a combination drug

i)  Events related to the dispensing of a combination drug
ii)  Events related to an inquiry about the prescription of a  combination drug

New

7

Pharmaceutical near-miss events related to the dispensing of powdered medication
i)  Events related to incorrect packaging of powdered medication
ii)  Events related to incorrect weighing of powdered medication
iii)  Events related to incorrect information on the packaging of powdered medication

New

8 Pharmaceutical near-miss event related to particular drugs 
i)   Events related to anticonvulsants

Continuing
(These drugs have 
been added for the 

first time)

* “New” indicates themes highlighted for the first time in the 2014 Annual Report, while “Continuing” indicates themes highlighted in past Annual Reports.

Moreover, there are plans to create one-page color PDFs 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 Event Information Analysis Tables
(http://www.yakkyoku-hiyari.jcqhc.or.jp/contents/analysis_table/index.html). 

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 JQ 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

Almost 90% of the pharmaceutical 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 (http://www.yakkyoku-hiyari.jcqhc.or.jp/contents/medicine/
index.html). This includes an overview of the Project to Collect Medical Near-miss/Adverse Event Information, 
links to the pages with Quarterly and Annual Reports, links to the published data search page, and Medical 
Safety Information relating to medical adverse events involving medication.



- 37 -

We are striving to disseminate information and educate people using this page, in order to ensure that 
pharmacists at pharmacies, registered seller (sales clerk qualified to sell over-the-counter drugs), 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. Questionnaire Survey on the Use of the Output from this Project
The JQ celebrated the 20th anniversary of its founding this year. The JQ runs a variety of projects aimed at 
improving the quality and safety of healthcare, such as Hospital Accreditation, and the very diversity of these 
programs is something that makes the JQ stand out even on the international stage. In addition, Tokyo has 
been chosen to host the 33rd ISQua International Conference next year. As such, we believe that this is the 
perfect time to find out what impact the projects that the JQ has run have had in terms of improving the quality 
of healthcare in clinical practice. Accordingly, we conducted a questionnaire survey concerning the use of 
the output from this project to date by medical institutions taking part in this project. The project received 
responses from 735 of the 1,377 institutions that it asked to complete the survey (a response rate of 53.3%).

Specifically, we are asked about the extent to which participating medical institutions utilized the Quarterly 
and Annual Reports, Medical Safety Information, and the Published Data Search (database) function. The 
proportion of respondents stating that they “use” or “sometimes use” this project’s output was 69.0% in the 
case of Quarterly and Annual Reports, 95.5% in the case of Medical Safety Information, and 37.8% in the case 
of Published Data Search.

More than 70% of hospitals with at least 500 beds replied that they “use” or “sometimes use” the Quarterly and 
Annual Reports. In addition, the proportion was also in excess of 70% in the case of voluntarily participating 
medical institutions, which report few medical adverse events. Aside from the low number of reported events, 
this suggests that efforts to promote medical safety using the output from this project are flourishing. Of the 
sections that typically appear in the Quarterly Reports, “Individual Theme Analysis” and “Recurrence of 
Events and Occurrence of Similar Events” were particularly frequently used. As such, we believe that it is vital 
for us to enhance these sections further. Ways in which the Quarterly and Annual Reports were used included 
“used as a reference material if an adverse event occurs,” “distributed to clinical departments or hospital 
divisions to which the themes highlighted are relevant,” “distributed to the safety management committee for 
use as a resource,” “used as a teaching aid in safety management workshops,” and “distributed to all staff.”

When asked about the volume of information provided in the Medical Safety Information, the frequency of 
its publication (monthly), and its user-friendliness, the vast majority (96.6 – 99.0%) of respondents stated that 
each of these was “appropriate” or “reasonably appropriate.” This suggests that Medical Safety Information 
is favorably regarded as a medium for the effective transmission of information to staff in busy clinical 
environments, thanks to the fact that it provides concise information, is published at regular intervals (monthly), 
and consideration is given to making it easy to read by using large typefaces and different colored type, as 
well as including illustrations. The insights gained from this will be useful in considering future methods for 
communicating information. Methods of using Medical Safety Information included “distributed to all staff,” 
“distributed to the safety management committee for use as a resource,” “distributed to clinical departments 
or hospital divisions to which the themes highlighted are relevant,” “used as a reference material if an adverse 
event occurs,” and “posted as printouts on bulletin boards at the hospital.”

The Published Data Search function enables users to search for and view details of individual events. As such, 
rather than being used frequently by nurses and other medical staff in routine care situations, we envisage 
this function as being utilized in compiling conference handouts, as a reference when revising manuals, as 
a reference when a medical adverse event occurs, and for research purposes. Given that this project is run 
using public funds in accordance with the law, we believe that the Published Data Search function is useful in 
maintaining the project’s high level of transparency. Around 40% of medical institutions responded that they 
“use” or “sometimes use” this function. Methods of use included “used as a reference material if an adverse 
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event occurs” and “distributed to the safety management committee for use as a resource.” We also asked 
respondents who do not use the function why they did not use it. Many replied that “I did not know about it” 
or “I have no opportunity to use it / Quarterly Reports and Medical Safety Information are more useful.” The 
response “Quarterly Reports and Medical Safety Information are more useful” relates to the relative usefulness 
of each of the different forms of output from this project, so this is not thought to be a comment on the utility 
of the Published Data Search in its own right. Accordingly, it would appear to be vital to continue to take the 
opportunities offered by the Quarterly and Annual Reports, and by workshops and lectures to publicize this 
function and demonstrate specific examples of its use.

Figure 14 Questionnaire Survey on the Use of Project Output (Excerpt)
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11.  Publication of the English-language Editions of the Project to Collect Medical 
Near-miss/Adverse Event Information 2013 Annual Report and Medical Safety 
Information No.84-95 and Dissemination of Information via 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. In the end of March this year, we published the English translation of this project’s 2013 Annual 
Report, entitled “Project to Collect Medical Near-miss/Adverse Event Information 2013 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 15  Project to Collect Medical Near-miss/Adverse Event Information 2013 Annual Report 
(English Edition) and Table of Contents
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We publish English-language versions of the Medical Safety Information, which we provide to various 
organizations overseas. The latest English editions of Medical Safety Information, No.84-No.95, were 
published at the end of 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); we hope that you will make use of them if you 
have the opportunity to do so (Figures 16 and 17).

In addition, the Canadian Patient Safety Institute (cpsi-icsp) again requested permission to share the English-
language editions of our Medical Safety Information 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 JQ’s name is listed on the website for the Global Patient Safety Alerts project as a contributing 
organization, and the site has a link to the English versions of the Medical Safety Information. A Global Patient 
Safety Alerts app is also available, enabling users to view the material on their mobile device. Thus, in addition 
to the English-language website for the Project to Collect Medical Near-miss/Adverse Event Information, the 
content of the English editions of Medical Safety Information is being viewed worldwide via the contributing 
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organizations page of the Global Patient Safety Alerts website, as well as the site’s search function and the 
dedicated app (Figures 18 and 19).

Figure 16  This Project’s English Web Page, Showing the Newly Published Medical Safety 
Information No.84-No.95 (English Editions)

Figure 17 Example of Medical Safety Information (English Version)
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Eleven cases have been reported involving the accidental removal of a drain/tube inserted into 
a patient during transfer of the patient from one bed to another (information collection period:  
from January 1, 2010 to October 31, 2013; the information is partly included in “Medical 
Adverse Event Information to be Shared” (p.142) in the 13th Quarterly Report and “Recurrence 
of Events and the Occurrence of Similar Events” (p.201) in the 34th Quarterly Report).

As well as cases involving transfer for the purpose of surgery, the 11 cases reported include some 
involving transfer for the purpose of a bath or an examination.
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inserted into a patient came out during transfer of the 
patient, due to inadequate checking of the position 
of the drain/tube.
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Four cases have been reported involving the failure to notice a change in a patient's condition 
because the battery in the central monitor transmitter was dead and biological information was 
therefore not transmitted to the central monitor (information collection period: from January 1, 
2011 to August 31, 2014). The information is compiled based on “Individual Theme Review” 
(p.159) in the 38th Quarterly Report.

Image of case 1

Display on the central monitor
at the nurses' stationPatient A's room

Change battery
Change battery

Patient A

Patient B

Patient C

Patient D

  Ping ....
         .... ping ....

Cases have been reported involving the failure to 
notice a change in a patient's condition because 
the battery in the central monitor transmitter was 
dead and biological information was therefore not 
transmitted to the central monitor.

Patient A

Patient B

Patient C

Patient D

No signal

No signal



- 41 -

Figure 18 Website of the Canadian Patient Safety Institute (cpsi-icsp)

Figure 19  Global Patient Safety Alerts App Screen (Canadian Patient Safety Institute) and English-
language Edition of Medical Safety Information
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12. Partnership with ISQua (International Society for Quality in Health Care) 
Having had our standards and organization internationally accredited by ISQua, the JQ wishes to contribute 
to improving the quality of health care in Japan from an even broader international perspective. Accordingly, 
taking the opportunity offered by the JQ’s 20th anniversary in 2015, we applied for Japan to be considered as a 
candidate for hosting ISQua’s International Conference. As a result, we were permitted to host the conference 
in 2016. In taking this opportunity to deepen our partnership with ISQua, we are not only putting into practice 
initiatives that conform to international trends, but also actively participating in efforts to shape those trends.

ISQua (the International Society for Quality in Health Care) is an international society dedicated to improving 
the quality of healthcare, which was established in 1985 and currently has its headquarters in Dublin (Ireland). 
It is funded by the membership fees of individual and institutional members in around 70 countries, as well as 
by contributions from the Irish government. In addition to the JQ’s institutional membership of ISQua, eight 
members of the JQ’s Executive Board hold individual membership of the society.

ISQua’s main activities are as follows:

・ The International Accreditation Programme (IAP)

・ Publication of the International Journal for Quality in Health Care

・ Education programs aimed at improving the quality of health care (ISQua Education)

・ Holding the International Conference

ISQua holds an international academic conference each year. At the 31st International Conference, which was 
held in Rio de Janeiro, Brazil, in October 2014, the presentations covered themes including the following:

Governance, Leadership and Health Policy

Improvement Science and Patient Safety Solutions

Patient Centered Care

Accreditation and External Evaluation Systems

Education and Research

Learning with Developing Countries

Comparative Effectiveness in Health Information Technology and Health Technology Assessment

Health and Social Care for the Vulnerable and Older Persons

Integrated Care

Representatives of the JQ gave five presentations, including oral presentations about the Project to Collect 
Medical Near-miss/Adverse Event Information and the Project to Collect and Analyze Pharmaceutical Near-
Miss Event Information.

In preparation for holding the ISQua International Conference in Tokyo in 2016, we had a booth at which 
we provided information about the Hospital Accreditation, Patient Safety Promotion, Project to Collect 
Medical Near-miss/Adverse Event Information, Project to Collect and Analyze Pharmaceutical Near-Miss 
Event Information, Japan Obstetric Compensation System for Cerebral Palsy, and EBM Medical Information 
Network Distribution Service (Minds) initiatives run by the JQ.
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Figure 20  Program for the 31st ISQua International Conference (Presentation Concerning this 
Project)

The 2016 International Conference is due to be held in Tokyo, at the Tokyo International Forum, on October 16 
(Sunday) – 19 (Wednesday), 2016 (http://jcqhc.or.jp/banaimg/ISQua.pdf). The 2015 International Conference 
will be held in Qatar (Doha) on October 4 (Sunday) – 7 (Wednesday) and we plan to give presentations about 
this project and its outcomes again this year.

Figure 21 Article about ISQua’s 2016 International Conference in Tokyo (ISQua website)
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Recently, the JQ has been redoubling its efforts to disseminate information, running Japanese webinars (online 
seminars in Japanese) on the ISQua website (http://www.isqua.org/education/non--english-language-content/
japanese-webinars). The same content is also being made available in English language webinars (http://www.
isqua.org/education/programme-content/webinars/june-2015-webinar-with-shin-ushiro-english-version).

In 2013, the JQ underwent evaluation under ISQua’s International Accreditation Programme (Figure 22). The 
JQ’s Ver.4.0 and Ver.5.0 evaluation criteria had already been accredited, so the JQ underwent evaluation for 
accreditation of its 3rdG: ver.1.0 evaluation criteria based on function classification, which began operating 
in FY2014, as well as for accreditation of the JQ as an organization, which focuses on its management. Over 
the course of a year or so, as part of the process of preparing for the evaluation, we sought to understand the 
IAP evaluation criteria and conducted a self-appraisal, as well as compiling the materials that would form the 
basis for the evaluation, while discussing matters as part of the Evaluation Program Team. This was a good 
opportunity for us to review the JQ’s approach to organizational systems and duties as the secretariat of a 
body providing third-party appraisal based on international evaluation criteria. Thus, we have used ISQua’s 
programs to improve the JQ.

Figure 22 ISQua Accreditation Logos
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13.  FY2014 Country-focused Training for Malaysia: EPP Systems for Regulating 
Medical Devices

Over the years, there has been little regulation of the use of medical devices from overseas in Malaysia, but 
since the Medical Device Act entered into force in October 2012, more rigorous administrative supervision of 
the quality and safety of medical devices has been required, in accordance with this law. As such, staff from 
the government agency charged with the supervision of medical devices in Malaysia visited Japan for a training 
program aimed at providing them with an accurate and concrete understanding of supervisory functions in 
regard to medical devices in Japan (overview of regulation, screening methods, monitoring systems, etc.), in 
order to facilitate procedures when screening such devices. As part of this program, participants visited the 
JQ on February 20, 2015, where JQ representatives Shin Ushiro and Misa Sakaguchi provided an outline of 
this project.

This training program was undertaken within the Economic Partnership Program (EPP) framework, which 
was launched in FY2006; under this framework, various trainees from Malaysia are being hosted in Japan over 
a period of ten year
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14. Lecture at the Ireland-Japan Social Science Symposia: 2nd Symposium
On September 19, 2014, we were invited to speak about this project at a symposium on medical care and social 
security organized jointly and hosted in alternate years by the University of Tokyo and University College 
Dublin (Ireland). Representing the JQ, Shin Ushiro outlined its diverse projects focused on improving the 
quality and safety of healthcare, providing explanations of the Project to Collect Medical Near-miss/Adverse 
Event Information, the Japan Obstetric Compensation System for Cerebral Palsy, and the medical adverse 
event investigation system based on the Medical Care Act, which is due to come into effect in October 2015. 
Comments and questions from the audience after the lecture included the following: “We’d like to launch an 
adverse event reporting system in Ireland, too, but we can’t win people’s support, because there isn’t enough 
of a ‘no-blame culture’.” “Japan’s Project to Collect Medical Near-miss/Adverse Event Information seems 
to have secured support on a national scale, but what about the situation when it comes to gathering details 
of events at the level of regions or individual institutions? When you get down to that kind of level, there 
tends to be more and more curiosity about where the event happened or who was involved.” “Despite those 
difficulties, we must get an adverse events reporting system up and running in Ireland, too.” “I wonder whether 
we could get patients to report medical adverse events directly?” “What kind of media representatives come to 
press conferences? What did you do to maintain good relationships with the media at press conferences about 
medical adverse events?” In response, Ushiro explained the JQ’s experiences in the running of this project.

Figure 23 Website about the Ireland-Japan Social Science Symposia: 2nd Symposium
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Figure 24 Program for the Ireland-Japan Social Science Symposia: 2nd Symposium

15.  Publication of OECD Reviews of Health Care Quality: Japan — RAISING 
STANDARDS: ASSESSMENT AND RECOMMENDATIONS

The OECD (Organisation for Economic Co-operation and Development) reviews and evaluates the quality 
of health care in each OECD member country and publishes its findings in a series of reports. The OECD’s 
Reviews of Health Care Quality aim to introduce and support the development of better policies for improving 
the quality of health care to ensure that the vast array of medical resources available are utilized efficiently 
to help people to live healthier lives. Within this initiative, the goal of this report is to review the quality of 
health care in Japan, outline the best policies, and offer a series of appraisals and recommendations aimed at 
improving the quality of health care, particularly in the fields of primary and community care, hospital care, 
and mental health care.

On March 11, 2014, three OECD representatives visited the JQ to study our initiatives aimed at improving 
the quality of health care in Japan. We explained several of the JQ’s projects, including this one, Hospital 
Accreditation, the Japan Obstetric Compensation System for Cerebral Palsy, and the EBM Medical Information 
Network Distribution Service. The report, which includes this information, was published on November 5, 
2014. With regard to this project, the report states that the JQ’s Division of Adverse Event Prevention has 
been systematically gathering information about medical adverse events and near-miss events since 2004, and 
that it publishes Quarterly and Annual Reports and Medical Safety Information, as well as offering training 
programs, with the aim of preventing medical adverse events and ensuring that they do not recur.

16. Responding to Lecture Requests
In response to requests from medical institutions, pharmacies, and related groups, we give lectures explaining 
the current status of the project and the content of its output, such as the Quarterly Reports, Annual Reports 
and Medical Safety Information. Each year, we give around 40 lectures, both within Japan and overseas. Table 
17 shows the content of lectures given by the JQ’s Shin Ushiro. 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. 
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Table 17 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
- Causal analysis significance and methods
- Dissemination of information overseas

2. Project to Collect and Analyze Pharmaceutical Near-Miss Event Information
- Purpose and overview of the project
- Content of Aggregate Reports and 2009-2014 Annual Reports (content of aggregate results and theme analysis)
- Pharmaceutical Near-Miss Event 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

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

17.  Establishment of the System for Investigating Accidental Death in Medicine
The Bill Concerning Improvement of Relevant Acts for Promoting Comprehensive Measures for Securing 
Regional Medical and Nursing Care was examined and debated by the Committee on Health, Labour and 
Welfare of both the House of Representatives and the House of Councillors, as well as in a plenary session of 
the Diet during the 186th session of the Diet (January 24 – June 22, 2014). This bill included a proposal for the 
revision of the Medical Care Act that incorporated provisions relating to the Medical Accident Investigation 
and Support Center, which will be tasked with the running of the system for investigating accidental death in 
medicine. These provisions prescribe such matters as the definition of a medical accidents, the objectives of 
the system, and the duties to be undertaken by the Medical Accident Investigation and Support Center. The 
bill was enacted by a majority vote during a plenary session of the House of Councillors on June 18, and was 
promulgated on June 25. In addition, a Supplementary Provision to this Act stipulates that the government 
will take into account the implementation status of investigations of medical accidents in considering such 
matters as the submission of notification under the provisions of Article 21 of the Medical Practitioners’ 
Act, the reporting of medical accidents to the Medical Accident Investigation and Support Center, and the 
reviewing of approaches to the system for investigating accidental death in medicine and the Medical Accident 
Investigation and Support Center, and will use these deliberations as the basis for taking legislative measures 
or any other steps deemed necessary within two years of the promulgation of this Act. 
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Figure 25 Mechanism for the Investigation of Medical Accident (Materials Compiled by the MHLW)

It will enter into force on October 1, 2015, so the system for investigating accidental death in medicine will begin 
operating in October this year. The MHLW was tasked with formulating guidelines on procedures for internal 
investigation of adverse events under the medical adverse event investigation system, including guidelines 
for reporting to third-party organizations. Guidelines were considered in an MHLW-funded the study group 
(Dr. Nishizawa’s group) under the title “Study of a method for investigating accidental death possibly caused 
by clinical practices” between July 2014 and March 2015. At the same time, the MHLW’s Study Committee 
on the Operation of the System for Investigating Accidental Death in Medicine also examined the matter 
between November and March. Having met six times, the Study Committee published its findings on March 
20, 2015 (http://www.mhlw.go.jp/stf/shingi2/0000078202.html). The MHLW subsequently published a draft 
ministerial ordinance partially revising the Ordinance for Enforcement of the Medical Care Act, which was 
opened for public comment between March 23 and April 21, 2015. Following this, the ministerial ordinance 
and associated notice were published on May 8.
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Figure 26  Deliberations Concerning the Operation of the System for Investigating Accidental Death 
in Medicine (Materials Compiled by the MHLW; Excerpt from the List of Contents)

The report by the aforementioned Review Committee included a draft ministerial ordinance and draft notice 
covering such matters as the definition of a medical accident, the matters to be explained to the bereaved family 
of a patient who has died as a result of a medical accident, the medical accident investigation to be carried 
out by the medical institution, the reporting of the findings of the investigation to the Center by the medical 
institution, and the duties of the Center. Preparations for the launch of the system for investigating accidental 
death in medicine are expected to progress along the lines proposed in the report. This approach has some areas 
in common with the methodology adopted in this project, including the systematic compilation and analysis 
of the findings of the accident event investigation, and the preparation and widespread distribution of media 
aimed at preventing recurrence. Using information in the form of reports from medical institutions concerning 
medical accidents – both those that involve deaths and those that do not – and medical near-miss events, as 
well as more detailed information gathered from on-site surveys and medical accident investigation reports, 
the Project to Collect Medical Near-miss/Adverse Event Information is striving to prevent the recurrence of 
medical accidents. As such, we could conceivably seek to make effective use of information held in common 
with the system for investigating accidental death in medicine. We would like our project to play a part in 
creating a better medical accident investigation system to ensure medical safety in Japan.

18. Dissemination of Information via Facebook
On April 8, 2014, the Division of Adverse Event Prevention began disseminating information via the project’s 
official Facebook page. Using Facebook has the advantages that (1) we can distribute the latest information 
about this project in a timely manner, enabling users who have “Liked” our page to access it promptly; and (2) 
via users who have “Liked” our page, we can distribute information on Facebook to people who are unfamiliar 
with this project. We mainly plan to distribute (1) information about the Quarterly and Annual Reports; (2) 
information about Medical Safety Information; (3) information about system maintenance; and (4) other 
information about developments involving this project (such as media coverage, etc.) We aim to update the 
page about once a week. As of the time of writing, this project’s Facebook page had been “Liked” by around 
960 Facebook users.

The following shows our Facebook page and an example of its content (Figure 27).
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Figure 27  The Facebook Page for the Project to Collect Medical Near-miss/Adverse Event 
Information (URL: https://www.facebook.com/medsafe.jcqhc)

19. 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 take 
part In the future, the project will increase its efforts to enhance the content of Quarterly Reports and Annual 
Reports, in order to ensure that this project contributes 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 JQ 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 project’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/jiko/).
(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 JQ 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. Under Article 12 (5) of the Ordinance for Enforcement of the Medical Care Act, the JQ 
is required to renew its registration as a registered analysis center every five years; on September 30, 2014, the 
project marked the 10th anniversary of the start of this project by renewing its registration for a third five-year 
term.

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 JQ
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 JQ; 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 JQ 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 project publishes details of its work more widely 
to society by such means as posting information on the project 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, 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. 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:

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

b) Death or disability due to nosocomial infection

c) Suicide or attempted suicide of patient

d) Disappearance of inpatient

e) Burn of patient

f) Electric shock of patient

g) Death or disability of patient due to facility fire

h) 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: a selection form and a description form. The selection form requires the 
respondent to select the relevant code for the response from a checklist or pull-down list. The description 
form requires the response to be entered 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 
project website.

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

As well as providing information about the current status of the medical adverse event reporting system to 
medical institutions participating in this project, the project held the 6th Workshop on Process Flows and 
the Project to Collect Medical Near-miss/Adverse Event Information, which mainly focused on an exercise 
relating to operational processes.

1.  6th Workshop on Process Flows and the Project to Collect Medical Near-miss/
Adverse Event Information

 1) Overview of the Workshop
a) Workshop date: Sunday January 25, 2015
b) Workshop venue: Lecture Hall, JQ
c) Target participants:

Each participating medical institution put together a team, in accordance with the following 
conditions i) - iv).
i)  Teams to consist of 2-3 people from each medical institution.
ii)  Teams should primarily consist of the person in charge of the Medical Safety Management 

Division, the Medical Safety Manager, and people who play a part in medical safety at the 
medical institution, such as members of the Medical Safety Committee and Medical Safety 
Officers, as well as those involved in the management of IT systems at the medical institution. 

iii)  Those with experience of using some kind of technique for analyzing medical adverse events at 
the medical institution should be included.

iv)  Participation by those in a range of occupations is preferable. 
d) Program

i) About the Project to Collect Medical Near-miss/Adverse Event Information
  The Compilation and Significance of Process Flows in Medical Safety
ii)   Lecture: Examining Problems in Processes at Your Own Facility and Revising the Process 

Flows 
 2) Participation Status

Number of participants: 33 people (12 medical institutions)
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(5) Questionnaire Survey of the Use of Project Output
 1) Outline of the Questionnaire Survey

The project undertakes the Project to Collect, Analyze, and Provide Medical Adverse Event Information 
and the Project to Collect, Analyze, and Provide Medical Near-Miss Information. The output from these 
two projects takes the form of Quarterly Reports, Annual Reports, and Medical Safety Information 
bulletins. The project conducted a questionnaire survey to find out how medical institutions have made 
use of these publications and whether they have found them useful in routine medical care and training 
over the ten years since this project began.

 2) Questionnaire Survey Subjects
The project questionnaire surveyed 1,377 medical institutions that participate in the Project to Collect 
Medical Near-miss/Adverse Event Information (consisting of the Project to Collect, Analyze, and Provide 
Medical Adverse Event Information and the Project to Collect, Analyze, and Provide Medical Near-Miss 
Information).

 3) Questionnaire Survey Period
The questionnaire survey period ran from June to the end of July 2014. (All responses received by the end 
of September were included in the results.)

 4) Questionnaire Survey Method
When the project sent out the 37th Quarterly Report of the Project to Collect Medical Near-miss/Adverse 
Event Information (published in June 2014), it enclosed a paper-based questionnaire and return envelope 
for the institutions to be surveyed, requesting that they complete the questionnaire and send it back. 

The person with responsibility for medical safety at each institution was asked to complete the 
questionnaire and responses were anonymous, to encourage respondents to give candid opinions and 
comments. However, boxes were provided to note the type of medical institution to which the respondent 
belonged and their occupation, and respondents were given the option of providing their contact details 
if they wished to offer more specific information about the ways in which they used the project output.

 5) Questionnaire Survey Results
The project received responses from 735 of the 1,377 institutions that it asked to complete the questionnaire 
survey (a response rate of 53.4%).
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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 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). 
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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 caused by 
drug
[3] Events caused by 
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 of 

Occurrence Theme

37th January - March ○  Medical Adverse Events Related to Nurses and Assistant Nurses with Less Than a Year’s 
Professional Experience

38th April - June ○  Medical Adverse Events Related to Nurses and Assistant Nurses with Less Than a Year’s 
Professional Experience

39th July - September ○  Medical Adverse Events Related to Nurses and Assistant Nurses with Less Than a Year’s 
Professional Experience

40th October - 
December

○  Medical Adverse Events Related to Nurses and Assistant Nurses with Less Than a Year’s 
Professional Experience

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 forms: a selection form and a description form. The selection form requires 
the respondent to select the relevant code for the response from a checklist or pull-down list. The 
description form requires the response to be entered 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.
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[3]  Operational Structure of the Project to Collect Medical Near-miss/
Adverse Event Information

In order to guarantee the project’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, 2014), 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 JQ.

(2) Expert Division
a) Comprehensive Evaluation Panel

Consisting of 14 experts in various fields (as of December 31, 2014), 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. 

b) 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. 24 people (as of December 31, 2014) 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 JQ.

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

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

Comprehensive 
Evaluation 

Panel
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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, 2014 are shown below.

Fig. II-1-1 (YI-01) Registration Status of Medical Institutions Participating in Each Project

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
461

81
286

71
246

275
993

Voluntary
Participating 338 205 175 718

Not 
participating 166 240 406

Total
627 526

246 1,399
1,153

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 details of reports made by registered medical institutions (by month of report).

Tabulation of information is provided by all medical institutions that 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, 2014 is shown below.
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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 143 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 30
Japan Community Health care Organization 0 38
Other national organizations 0 0

Municipality

Prefecture 2 18
City/village 0 77
Japan Association of Municipal and Prefectural 
Municipality Colleges and Universities 9 2

Local independent administrative institutions 1 22

Parent 
organization of 
public medical 

institution other 
than municipality

Japan Red Cross 0 56
Saiseikai Imperial Gift Foundation 0 18
Hokkaido Social Welfare Association 0 1
National Welfare Federation of Agricultural 
Cooperatives 0 17

National Health Insurance Association Federation 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 53 11
Healthcare corporation 0 291
Charitable organization 1 43
Company 0 13
Other corporation 0 28

Individual practitioner 0 41
Total 275 718

* 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 (275 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 143 institutions
  C. University hospitals governed by the School Education Act (not including branch hospitals)   107 institutions
  D. Special Functioning Hospitals (including those categorized as A, B or C above) 86 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, 2014 are shown below. 

Fig. II-2-2 (YA-02) Number of Registrations of Voluntarily Participating Medical Institutions
2014

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

Number of 
voluntarily 
participating 
medical institutions

0 5 1 4 3 3 1 2 2 5 1 6

Number of 
rejected 
registrations

0 0 0 0 0 1 1 2 0 1 1 0

Accumulated total 691 696 697 701 704 706 706 706 708 712 712 718
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[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, 2014 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

2014 Total
January February March April May June July August September October November December

Number of reports 
made by medical 
institutions subject 
to reporting 
requirement

265 183 254 222 209 268 263 264 228 283 181 291 2,911

Number of reports 
made by voluntarily 
participating medical 
institutions

32 26 11 34 18 12 40 25 9 48 16 12 283

Number of medical 
institutions subject 
to reporting 
requirement

274 274 274 274 274 275 275 275 275 275 275 275 -

Number of voluntarily 
participating medical 
institutions

691 696 697 701 704 706 706 706 708 712 712 718 -

(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, 2014, the number of 

reporting medical institutions subject to reporting requirement and the number of reports made between 
January 1 and December 31, 2014 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, 
2014, the number of medical institutions subject to reporting requirement was 275, and the total number 
of beds at those institutions was 141,637.  
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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, 
2014)

Number of 
reporting 
medical 

institutions

Number of 
reports

January to 
December, 2014

January to 
December, 2014

Government

National University Corporation 45 43 839
National Hospital Organization 143 131 1,196
National Centers for Advanced and 
Specialized Medical Care 8 8 94

National Hansen’s Disease 
Sanatorium 13 8 29

Municipality

Prefecture

12 11 222

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

Corporation
School juridical organization 53 37 521
Charitable organization 1 1 10

Total 275 239 2,911

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 2014

Government

National University Corporation etc. 4,517
National Hospital Organization 8,539
National Centers for Advanced and 
Specialized Medical Care 832

National Hansen’s Disease 
Sanatorium 208

Municipality

Prefecture

1,205

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

Corporation
School juridical organization 4,725
Charitable organization 27

Total 20,053
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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, 2014)

Number of reporting 
medical institutions Number of reports

January to December, 2014 January to December, 2014

0-19 beds 0 0 0

20-49 beds 14 6 8

50-99 beds 5 2 5

100-149 beds 8 5 18

150-199 beds 7 6 27

200-249 beds 16 13 67

250-299 beds 15 12 93

300-349 beds 29 23 130

350-399 beds 16 14 127

400-449 beds 26 25 294

450-499 beds 19 18 203

500-549 beds 10 9 54

550-599 beds 9 9 129

600-649 beds 26 24 454

650-699 beds 8 8 157

700-749 beds 11 10 214

750-799 beds 3 3 15

800-849 beds 12 12 298

850-899 beds 3 3 85

900-999 beds 11 11 156

1000 beds or more 27 26 377

Total 275 239 2,911

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, 2014)

Number of reporting 
medical institutions Number of reports

January to December, 2014 January to December, 2014

Hokkaido 10 7 37

Tohoku 25 20 157

Kanto/Koshinetsu 86 73 889

Tokai/Hokuriku 38 35 532

Kinki 35 32 327

Chugoku/Shikoku 35 33 511

Kyushu/Okinawa 46 39 458

Total 275 239 2,911
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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, 2014

0 36
1 23
2 17
3 14
4 16
5 15
6 15
7 12
8 18
9 13
10 10

11-20 47
21-30 15
31-40 13
41-50 7
51-100 4
101-150 0
151-200 0

200 or above 0
Total 275
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B. Reporting status of voluntarily participating medical institutions
  The number of voluntarily participating medical institutions as of December 31, 2014 and reports made 

by those institutions between January 1 and December 31, 2014 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, 2014)

Number of reporting 
medical institutions Number of reports

January to December, 
2014

January to December, 
2014

Government 69 9 43
Municipality 119 25 81

Public medical 
institution 103 13 54

Corporation 386 39 105
Individual practitioner 41 0 0

Total 718 86 283

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

Parent organization
Number of reports

October 2004 to 
December 2014

Government 73
Municipality 562

Public medical 
institution 722

Corporation 1,238
Individual practitioner 6

Total 2,601
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[3] 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, 2014 is 
shown below. 

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

Job title of the person involved Number of 
event

Doctor 1,781
Dentist 63
Nurse 2,026

Assistant nurse 21
Pharmacist 34

Clinical engineer 16
Midwife 18

Nursing assistant 25
Radiological technologist 32

Clinical technologist 19
Registered dietitian 2

Dietitian 5
Cook/kitchen staff 7

Physical therapist (PT) 38

Occupational therapist (OT) 7
Speech -language -hearing 

therapist (ST) 5

Medical technologist 0
Dental hygienist 3

Dental technologist 0
Others 70
Total 4,172

(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-C) Years of Experience of the Person Involved

Years of 
Experience 

of the 
person 

involved
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Less than 1 year 37 0 154 0 4 0 0 2 1 0 0 1 1 9 1 0 0 0 0 12 222

1 year 39 8 191 1 6 1 3 2 2 0 1 1 1 1 0 0 0 0 0 10 267

2 years 84 9 172 0 1 2 0 5 3 0 1 0 0 3 0 1 0 0 0 5 286

3 years 90 5 148 0 2 1 0 4 2 0 0 0 0 1 0 0 0 0 0 1 254

4 years 83 2 130 0 2 0 2 2 3 0 0 0 0 3 1 0 0 1 0 2 231

5 years 96 5 112 0 2 1 1 2 1 1 0 1 0 1 1 0 0 0 0 5 229

6 years 101 5 112 0 1 3 1 0 0 2 0 1 0 4 0 1 0 0 0 1 232

7 years 90 6 71 0 1 1 1 1 1 2 0 0 0 4 1 0 0 1 0 2 182

8 years 90 0 70 0 3 1 0 0 0 0 0 0 0 0 0 0 0 0 0 6 170

9 years 68 1 53 1 1 1 0 0 1 0 0 0 0 0 2 0 0 0 0 3 131

10 years 90 3 73 1 1 2 3 2 0 1 0 0 0 3 0 2 0 0 0 3 184

11 years 79 1 51 0 1 1 0 2 1 0 0 0 1 0 0 0 0 1 0 1 139

12 years 69 0 34 0 0 0 0 0 0 0 0 0 0 1 1 0 0 0 0 0 105

13 years 82 2 47 0 0 0 0 1 1 0 0 0 2 1 0 0 0 0 0 2 138

14 years 61 2 41 0 0 0 1 0 1 0 0 0 0 0 0 0 0 0 0 0 106

15 years 65 1 50 0 3 0 0 1 1 0 0 0 0 0 0 1 0 0 0 4 126

16 years 60 2 25 0 0 2 0 1 1 0 0 0 0 0 0 0 0 0 0 1 92

17 years 39 1 34 0 0 0 2 0 0 0 0 0 0 0 0 0 0 0 0 0 76

18 years 39 1 29 0 1 0 1 0 1 0 0 0 0 0 0 0 0 0 0 1 73

19 years 54 1 23 0 1 0 0 0 0 0 0 1 1 0 0 0 0 0 0 0 81

20 years 55 2 53 3 0 0 0 0 1 3 0 0 0 3 0 0 0 0 0 2 122

21 years 63 0 30 0 0 0 1 0 1 1 0 0 0 1 0 0 0 0 0 0 97

22 years 20 0 31 1 0 0 0 0 2 1 0 0 0 1 0 0 0 0 0 0 56

23 years 28 0 30 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 59

24 years 24 1 23 0 0 0 0 0 0 3 0 0 0 0 0 0 0 0 0 0 51

25 years 39 1 37 2 0 0 0 0 1 1 0 0 0 0 0 0 0 0 0 2 83

26 years 20 0 16 1 0 0 0 0 2 0 0 0 0 0 0 0 0 0 0 1 40

27 years 16 0 31 1 0 0 0 0 1 0 0 0 0 0 0 0 0 0 0 0 49

28 years 15 1 22 0 1 0 0 0 0 1 0 0 0 1 0 0 0 0 0 0 41

29 years 15 0 7 0 0 0 1 0 0 0 0 0 0 0 0 0 0 0 0 1 24

30 years 24 1 51 2 0 0 0 0 1 1 0 0 0 0 0 0 0 0 0 0 80

31 years 5 0 14 1 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 21

32 years 5 0 15 0 0 0 1 0 0 1 0 0 1 0 0 0 0 0 0 0 23

33 years 6 0 9 0 0 0 0 0 0 1 0 0 0 1 0 0 0 0 0 0 17

34 years 4 0 5 1 0 0 0 0 3 0 0 0 0 0 0 0 0 0 0 1 14

35 years 7 1 12 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 22

36 years 4 0 3 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 8

37 years 4 1 4 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 9

38 years 5 0 5 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 11

39 years 2 0 1 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 2 6

40 years or longer 4 0 7 2 2 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 15

Total 1,781 63 2,026 21 34 16 18 25 32 19 2 5 7 38 7 5 0 3 0 70 4,172

(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-C) Years of Experience of the Person Involved
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Less than 1 year 37 0 154 0 4 0 0 2 1 0 0 1 1 9 1 0 0 0 0 12 222

1 year 39 8 191 1 6 1 3 2 2 0 1 1 1 1 0 0 0 0 0 10 267

2 years 84 9 172 0 1 2 0 5 3 0 1 0 0 3 0 1 0 0 0 5 286

3 years 90 5 148 0 2 1 0 4 2 0 0 0 0 1 0 0 0 0 0 1 254

4 years 83 2 130 0 2 0 2 2 3 0 0 0 0 3 1 0 0 1 0 2 231

5 years 96 5 112 0 2 1 1 2 1 1 0 1 0 1 1 0 0 0 0 5 229

6 years 101 5 112 0 1 3 1 0 0 2 0 1 0 4 0 1 0 0 0 1 232

7 years 90 6 71 0 1 1 1 1 1 2 0 0 0 4 1 0 0 1 0 2 182

8 years 90 0 70 0 3 1 0 0 0 0 0 0 0 0 0 0 0 0 0 6 170

9 years 68 1 53 1 1 1 0 0 1 0 0 0 0 0 2 0 0 0 0 3 131

10 years 90 3 73 1 1 2 3 2 0 1 0 0 0 3 0 2 0 0 0 3 184

11 years 79 1 51 0 1 1 0 2 1 0 0 0 1 0 0 0 0 1 0 1 139

12 years 69 0 34 0 0 0 0 0 0 0 0 0 0 1 1 0 0 0 0 0 105

13 years 82 2 47 0 0 0 0 1 1 0 0 0 2 1 0 0 0 0 0 2 138

14 years 61 2 41 0 0 0 1 0 1 0 0 0 0 0 0 0 0 0 0 0 106

15 years 65 1 50 0 3 0 0 1 1 0 0 0 0 0 0 1 0 0 0 4 126

16 years 60 2 25 0 0 2 0 1 1 0 0 0 0 0 0 0 0 0 0 1 92

17 years 39 1 34 0 0 0 2 0 0 0 0 0 0 0 0 0 0 0 0 0 76

18 years 39 1 29 0 1 0 1 0 1 0 0 0 0 0 0 0 0 0 0 1 73

19 years 54 1 23 0 1 0 0 0 0 0 0 1 1 0 0 0 0 0 0 0 81

20 years 55 2 53 3 0 0 0 0 1 3 0 0 0 3 0 0 0 0 0 2 122

21 years 63 0 30 0 0 0 1 0 1 1 0 0 0 1 0 0 0 0 0 0 97

22 years 20 0 31 1 0 0 0 0 2 1 0 0 0 1 0 0 0 0 0 0 56

23 years 28 0 30 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 59

24 years 24 1 23 0 0 0 0 0 0 3 0 0 0 0 0 0 0 0 0 0 51

25 years 39 1 37 2 0 0 0 0 1 1 0 0 0 0 0 0 0 0 0 2 83

26 years 20 0 16 1 0 0 0 0 2 0 0 0 0 0 0 0 0 0 0 1 40

27 years 16 0 31 1 0 0 0 0 1 0 0 0 0 0 0 0 0 0 0 0 49

28 years 15 1 22 0 1 0 0 0 0 1 0 0 0 1 0 0 0 0 0 0 41

29 years 15 0 7 0 0 0 1 0 0 0 0 0 0 0 0 0 0 0 0 1 24

30 years 24 1 51 2 0 0 0 0 1 1 0 0 0 0 0 0 0 0 0 0 80

31 years 5 0 14 1 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 21

32 years 5 0 15 0 0 0 1 0 0 1 0 0 1 0 0 0 0 0 0 0 23

33 years 6 0 9 0 0 0 0 0 0 1 0 0 0 1 0 0 0 0 0 0 17

34 years 4 0 5 1 0 0 0 0 3 0 0 0 0 0 0 0 0 0 0 1 14

35 years 7 1 12 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 22

36 years 4 0 3 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 8

37 years 4 1 4 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 9

38 years 5 0 5 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 11

39 years 2 0 1 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 2 6

40 years or longer 4 0 7 2 2 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 15

Total 1,781 63 2,026 21 34 16 18 25 32 19 2 5 7 38 7 5 0 3 0 70 4,172

(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-2-13  (YA-30-C) Number of Years Person Involved Has Been Working at the Current Department
Number 
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has been 
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Less than 1 year 397 16 487 5 10 0 0 4 7 4 0 2 1 9 1 0 0 0 0 18 961

1 year 243 9 417 1 9 4 3 8 5 0 1 2 1 4 1 2 0 0 0 14 724

2 years 192 7 324 2 3 3 1 3 4 0 1 0 0 6 0 1 0 1 0 6 554

3 years 115 6 226 3 4 0 2 6 3 1 0 0 0 2 0 0 0 0 0 7 375

4 years 117 2 162 4 0 0 3 0 3 1 0 0 0 4 1 1 0 0 0 5 303

5 years 91 4 122 1 1 1 2 1 2 0 0 0 0 2 1 0 0 0 0 4 232

6 years 82 2 94 2 0 3 0 0 0 1 0 0 0 1 0 0 0 0 0 2 187

7 years 63 3 62 0 0 1 0 2 0 2 0 0 0 3 1 0 0 1 0 3 141

8 years 66 1 41 1 2 1 0 0 0 1 0 0 0 1 0 0 0 0 0 1 115

9 years 48 0 14 0 1 0 1 0 1 0 0 0 0 1 2 0 0 1 0 1 70

10 years 74 3 24 1 0 1 3 1 0 1 0 0 1 2 0 1 0 0 0 2 114

11 years 36 1 9 0 0 1 0 0 1 0 0 0 1 0 0 0 0 0 0 1 50

12 years 27 0 6 0 0 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 34

13 years 42 1 3 0 0 0 0 0 0 1 0 0 2 1 0 0 0 0 0 1 51

14 years 23 2 5 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 30

15 years 29 0 5 0 0 1 1 0 0 2 0 0 0 0 0 0 0 0 0 1 39

16 years 12 1 3 0 0 0 0 0 1 1 0 0 0 0 0 0 0 0 0 0 18

17 years 15 0 3 0 1 0 0 0 1 0 0 0 0 1 0 0 0 0 0 0 21

18 years 16 0 2 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 19

19 years 8 0 1 0 0 0 0 0 0 1 0 1 0 0 0 0 0 0 0 0 11

20 years 21 2 7 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0 0 0 31

21 years 12 0 1 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 14

22 years 8 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 0 0 0 0 9

23 years 6 0 1 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0 0 0 8

24 years 2 0 2 0 0 0 0 0 0 0 0 0 1 0 0 0 0 0 0 0 5

25 years 8 0 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0 0 0 0 9

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

27 years 6 0 0 0 0 0 1 0 1 0 0 0 0 0 0 0 0 0 0 0 8

28 years 5 1 1 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 8

29 years 2 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 2

30 years 5 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 6

31 years 0 0 1 0 0 0 0 0 1 0 0 0 0 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 1 0 1 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0 0 0 3

34 years 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1

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

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 1 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 3

38 years 2 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 3

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

40 years or longer 0 0 0 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1

Total 1,781 63 2,026 21 34 16 18 25 32 19 2 5 7 38 7 5 0 3 0 70 4,172

(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-2-13  (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 397 16 487 5 10 0 0 4 7 4 0 2 1 9 1 0 0 0 0 18 961

1 year 243 9 417 1 9 4 3 8 5 0 1 2 1 4 1 2 0 0 0 14 724

2 years 192 7 324 2 3 3 1 3 4 0 1 0 0 6 0 1 0 1 0 6 554

3 years 115 6 226 3 4 0 2 6 3 1 0 0 0 2 0 0 0 0 0 7 375

4 years 117 2 162 4 0 0 3 0 3 1 0 0 0 4 1 1 0 0 0 5 303

5 years 91 4 122 1 1 1 2 1 2 0 0 0 0 2 1 0 0 0 0 4 232

6 years 82 2 94 2 0 3 0 0 0 1 0 0 0 1 0 0 0 0 0 2 187

7 years 63 3 62 0 0 1 0 2 0 2 0 0 0 3 1 0 0 1 0 3 141

8 years 66 1 41 1 2 1 0 0 0 1 0 0 0 1 0 0 0 0 0 1 115

9 years 48 0 14 0 1 0 1 0 1 0 0 0 0 1 2 0 0 1 0 1 70

10 years 74 3 24 1 0 1 3 1 0 1 0 0 1 2 0 1 0 0 0 2 114

11 years 36 1 9 0 0 1 0 0 1 0 0 0 1 0 0 0 0 0 0 1 50

12 years 27 0 6 0 0 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 34

13 years 42 1 3 0 0 0 0 0 0 1 0 0 2 1 0 0 0 0 0 1 51

14 years 23 2 5 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 30

15 years 29 0 5 0 0 1 1 0 0 2 0 0 0 0 0 0 0 0 0 1 39

16 years 12 1 3 0 0 0 0 0 1 1 0 0 0 0 0 0 0 0 0 0 18

17 years 15 0 3 0 1 0 0 0 1 0 0 0 0 1 0 0 0 0 0 0 21

18 years 16 0 2 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 19

19 years 8 0 1 0 0 0 0 0 0 1 0 1 0 0 0 0 0 0 0 0 11

20 years 21 2 7 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0 0 0 31

21 years 12 0 1 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 14

22 years 8 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 0 0 0 0 9

23 years 6 0 1 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0 0 0 8

24 years 2 0 2 0 0 0 0 0 0 0 0 0 1 0 0 0 0 0 0 0 5

25 years 8 0 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0 0 0 0 9

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

27 years 6 0 0 0 0 0 1 0 1 0 0 0 0 0 0 0 0 0 0 0 8

28 years 5 1 1 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 8

29 years 2 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 2

30 years 5 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 6

31 years 0 0 1 0 0 0 0 0 1 0 0 0 0 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 1 0 1 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0 0 0 3

34 years 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1

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

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 1 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 3

38 years 2 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 3

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

40 years or longer 0 0 0 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1

Total 1,781 63 2,026 21 34 16 18 25 32 19 2 5 7 38 7 5 0 3 0 70 4,172

(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-C) Summary of Event
Summary of event Number of event %

Drug 237 7.4
Blood transfusion 6 0.2
Treatment/procedure 824 25.8
Medical device, etc. 94 2.9
Drainage tube or other tube 197 6.2
Examination 168 5.3
Nursing care 1,212 37.9
Others 456 14.3

Total 3,194 100.0
(Note) Regarding percentages, the totals may not become 100.0 due to rounding to the first decimal place.

Fig. II-2-15 (YA-37-C) Severity of Event
Severity of event Number of event %

Death 263 8.2
High potential of residual disability 322 10.1
Low potential of residual disability 859 26.9
No potential of residual disability 906 28.4
No disability 717 22.4
Unknown 127 4.0

Total 3,194 100.0
(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.
(Note 3) Regarding percentages, the totals may not become 100.0 due to rounding to the first decimal place.
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Fig. II-2-16 (YA-40-C) Clinical Department

Clinical department Number of
event %

Internal medicine 335 8.4
Anesthesiology 119 3.0
Cardiovascular medicine 232 5.8
Neurology 86 2.2
Respiratory medicine 211 5.3
Gastrointestinal medicine 251 6.3
Hematology 63 1.6
Circulatory surgery 14 0.4
Allergy 10 0.3
Rheumatism 14 0.4
Pediatrics 210 5.3
General surgery 268 6.8
Orthopedics 498 12.6
Plastic surgery 33 0.8
Cosmetic surgery 0 0
Neurosurgery 187 4.7
Respiratory surgery 51 1.3
Cardiovascular surgery 110 2.8
Pediatric surgery 29 0.7
Pain clinic 2 0.1
Dermatology 46 1.2
Urology 109 2.7
Venereology 0 0
Proctology 6 0.2
Gynecology/Obstetrics 62 1.6
Obstetrics 24 0.6
Gynecology 48 1.2
Ophthalmology 49 1.2
Otolaryngology 78 2.0
Psychosomatic medicine 5 0.1
Psychiatry 211 5.3
Rehabilitation 39 1.0
Radiology 86 2.2
Dentistry 10 0.3
Orthodontics 0 0
Pediatric dentistry 2 0.1
Dental/oral surgery 50 1.3
Unknown 2 0.1
Others 418 10.5

Total 3,968 100.0
(Note 1) “Clinical department” may be more than one.
(Note 2) Regarding percentages, the totals may not become 100.0 due to rounding to the first decimal place.
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Fig. II-2-17   (YA-41-C) Cause of Event

Cause of event Number of
event %

Action of the person involved 3,895 45.9
Neglect to check 1,049 12.4
Neglect to observe 926 10.9
Delayed (neglected) reporting 102 1.2
Inadequate documentation 84 1.0
Inadequate coordination 462 5.4
Inadequate (neglected) explanation to 
patient 414 4.9

Misjudgment 858 10.1
Human factors 1,640 19.2

Lack of knowledge 460 5.4
Deficiency of technique/skill 495 5.8
Busy working condition 317 3.7
Under unusual physical condition 60 0.7
Under unusual psychological condition 88 1.0
Others 220 2.6

Environment/facilities and devices 1,520 17.9
Computerized system 57 0.7
Drug 91 1.1
Medical device 148 1.7
Facility 114 1.3
Other items 86 1.0
Patient side 913 10.8
Others 111 1.3

Others 1,428 16.9
Education/training 632 7.5
System 139 1.6
Inadequate rules 202 2.4
Others 455 5.4

Total 8,483 100
(Note 1) “Cause of event” may have been more than one.
(Note 2) Regarding percentages, the totals may not become 100.0 due to rounding to the first decimal place.

Fig. II-2-18   (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 14 0.4

Death or disability due to nosocomial infection 0 0
Suicide or suicide attempt of patient 75 2.3
Disappearance of inpatient 9 0.3
Burn of patient 53 1.7
Electric shock of patient 0 0
Death or disability of patient due to facility fire 1 0
Handling over of infant to wrong parent 1 0
No applicable option 3,041 95.2

Total 3,194 100.0
(Note) Regarding percentages, the totals may not become 100.0 due to rounding to the first decimal place.
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Fig. II-2-19 (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 237
Hand-written prescription 0 0 0 1 0 0 1
Order given for a prescription to be written 0 2 0 14 10 3 29
Verbal prescription 1 0 0 0 1 0 2
Hand-written change of prescription 0 1 0 0 0 0 1
Order given for a prescription to be changed 0 0 0 2 0 0 2
Verbal change of prescription 0 0 0 0 0 0 0
Prescription, others 0 1 0 2 3 0 6
Oral drug dispensing 0 0 3 4 6 1 14
Injection dispensing 0 0 1 0 3 0 4
Blood product dispensing 0 0 0 0 0 0 0
External medicine dispensing 0 0 0 2 0 0 2
Dispensing, others 0 0 1 0 0 0 1
Oral drug management 0 0 0 0 0 0 0
Injection drug management 0 0 0 0 0 0 0
Blood product management 0 0 0 0 0 0 0
External medicine management 0 0 0 0 0 0 0
Drug product management, others 0 0 0 0 2 0 2
Drug preparation 0 0 1 1 3 0 5
Subcutaneous/intramuscular injection 0 1 2 6 11 2 22
Intravenous injection 3 2 7 11 26 3 52
Arterial injection 0 0 0 0 0 0 0
Peripheral intravenous infusion 4 2 7 4 10 1 28
Central venous injection 0 2 2 3 6 1 14
Oral administration 1 4 5 10 15 0 35
External application 0 0 0 0 1 0 1
Suppository 0 0 0 0 0 0 0
Inhalant 0 0 0 0 0 0 0
Nose drop/eye drop/ ear drop 0 0 0 1 0 0 1
Other drug administration 2 2 1 2 6 2 15

Related to blood transfusion 6
Hand-written prescription 0 0 0 0 0 0 0
Order given for a prescription to be written 0 0 0 0 0 0 0
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 1 1 0 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 824
Hand-written orders 0 0 0 0 0 0 0
Electronic ordering 2 0 0 2 0 0 4
Verbal orders 1 1 1 2 0 0 5
Hand-written change of orders 0 0 0 0 1 0 1
Order given for orders to be changed 0 0 0 0 0 0 0
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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 3 17 3 1 0 24
Management 12 16 27 18 16 3 92
Management, others 3 1 1 1 4 0 10
Preparation 1 0 2 3 2 0 8
Preparation, others 0 0 0 1 1 1 3
Conducting 59 74 149 194 130 18 624
Treatment/procedure, others 8 6 15 9 10 5 53

Related to use/management of medical device and materials 94
Hand-written orders 0 0 1 0 0 0 1
Order given for orders to be written 0 0 0 0 0 0 0
Verbal order 0 1 1 0 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 0 0 0 0 0 0
Management 0 2 1 5 3 0 11
Preparation 0 0 3 6 4 0 13
While using 4 8 13 18 21 3 67

Related to use/management of drainage tube or other tube 197
Hand-written orders 0 0 0 0 0 0 0
Order given for order to be written 0 0 0 0 0 0 0
Verbal order 0 0 0 0 0 0 0
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 0 3 2 1 0 6
Management 0 1 10 8 18 4 41
Preparation 0 0 0 2 1 0 3
While using 11 14 22 41 53 6 147

Related to examination 168
Hand-written orders 0 0 0 0 0 0 0
Order given for orders to be written 1 0 0 0 0 0 1
Verbal order 0 0 0 0 0 0 0
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 1 1 2 0 0 4
Management 1 2 3 2 7 1 16
Preparation 0 0 4 3 3 1 11
While conducting 9 11 31 37 39 9 136

Related to nursing care 1,212
Hand-written plans or orders 0 0 1 2 1 1 5
Order given for plans or orders to be written 2 1 3 2 2 0 10
Verbal plan or order 0 0 1 0 0 0 1
Hand-written change of plans or orders 0 0 2 1 0 0 3
Order given for plans or orders to be changed 0 0 0 0 0 0 0
Verbal change of plans or orders 0 0 0 0 0 0 0
Plans/orders, others 0 3 15 5 0 0 23
Management 24 64 208 199 113 28 636
Preparation 1 2 9 7 3 1 23
While conducting 22 47 175 148 99 20 511

Others 91 47 108 118 79 13 456
Total 263 322 859 906 717 127 3,194

(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-2-20   (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 237
Forgot to prescribe 0 1 1 0 0 0 2
Prescription delay 0 0 0 0 0 0 0
Dose error 0 2 0 14 9 2 27
Double prescription 0 0 0 0 1 1 2
Prescription of contraindicated drug 0 2 0 1 3 0 6
Misidentification of patient to receive the 
prescription 0 0 0 0 0 0 0

Mix-up in the prescribed drug 0 0 0 3 1 0 4
Wrong unit prescribed 0 0 0 0 0 0 0
Wrong dosing method prescribed 0 0 0 0 0 0 0
Prescription, others 0 1 0 4 5 0 10
Forgot to dispense 0 0 0 1 0 0 1
Prescription/prescription for injection audit 
error 0 0 0 0 1 0 1

Dispensing error in weighing 0 0 1 0 0 1 2
Error in dose/number 0 0 0 1 0 0 1
Error in packaging 0 0 0 0 0 0 0
Dispensing error in specification 0 0 2 2 2 0 6
Dispensing error in unit 0 0 0 0 0 0 0
Dispensing error in drug 0 0 1 2 2 0 5
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 0 1 0 0 1
Delivery of expired product 0 0 0 0 0 0 0
Dispensing, others 0 0 0 0 0 0 0
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 0 0 0
Product management, others 0 0 0 1 3 0 4
Overdosing preparation 0 0 1 1 2 0 4
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 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 1 0 1
Patient misidentification 0 1 0 0 1 0 2
Drug mix-up 0 0 0 0 0 0 0
Wrong unit 1 0 0 0 0 0 1
Wrong dosing method 0 0 1 1 1 0 3
Neglected to dose 0 0 0 0 0 0 0
Wrong mixture 0 0 0 0 0 0 0
Dosing preparation, others 0 0 1 1 0 0 2
Overdose 0 2 2 7 17 3 31
Underdose 0 0 1 0 1 0 2
Wrong dosing time/date 0 0 0 0 1 0 1
Double dosing 0 0 0 0 0 0 0
Dosing of contraindicated drug 2 0 1 2 5 0 10
Dosing speed too fast 0 1 1 3 2 0 7
Dosing speed too slow 0 0 0 0 0 0 0
Patient misidentification 0 0 2 3 6 0 11
Drug mix-up 0 0 4 2 10 2 18
Wrong unit 0 0 0 0 1 0 1
Wrong dosing method 1 0 1 1 4 0 7
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High 

potential 
of residual 
disability

Low 
potential 

of residual 
disability

No 
potential 

of residual 
disability

No 
disability Unknown Aggregate 

total

Neglected to dose 1 0 0 1 2 1 5
Dosing, others 6 7 10 11 22 3 59

Related to blood transfusion 6
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 0 0 0
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 0 0 0
Wrong evaluation 0 0 0 1 0 0 1
Error in documentation/recording of results 0 0 0 0 0 0 0
Transfusion examination, others 0 0 0 0 0 0 0
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 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 1 1 2 0 4
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 practice, others 0 0 1 0 0 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

Related to treatment/procedure 824
Forgot to order 0 0 0 1 0 0 1
Order delay 1 0 0 0 0 0 1
Misidentification of patient subject to the order 0 0 0 0 0 0 0
Order for the wrong treatment/procedure 0 0 1 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 1 0 2 3 0 0 6
Treatment/procedure management 9 10 26 11 12 2 70
Treatment/procedure management, others 4 4 7 6 8 0 29
Wrong medical materials 0 0 1 0 0 0 1
Wrong patient position 0 0 1 0 0 0 1
Error in sterilization/cleaning technique 0 0 1 0 2 0 3
Preparation for treatment/procedure, others 1 0 1 4 2 1 9
Patient misidentification 0 0 0 0 0 0 0
Wrong site treatment/procedure 0 3 12 7 12 1 35
Wrong method (technique) 7 19 39 44 20 4 133
Neglected/forgotten 0 1 0 2 3 0 6
Cancellation/postponement 0 1 1 0 0 0 2
Wrong date/time 0 0 1 1 0 0 2
Wrong turn 0 0 0 1 0 0 1
Unnecessary treatment/procedure 2 0 4 9 3 1 19
Aspiration 0 0 0 1 2 0 3
Accidental ingestion 0 0 0 0 1 0 1
Retained foreign object 0 2 13 22 24 1 62
Wrong examination/treatment, others 0 1 2 0 2 0 5
Conducting treatment/procedure, others 61 60 100 121 74 17 433

Related to use/management of medical devices and materials 94
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 1 0 0 0 1
Order for the wrong usage 0 0 0 0 0 0 0
Use of medical devices and materials, others 0 0 0 2 1 0 3
Poor maintenance/inspection 0 0 0 0 1 0 1
Forgot to maintain/inspect 0 0 0 0 0 0 0
Neglect in inspection/management during device operation 0 0 0 1 2 0 3
Breakage 0 0 0 0 1 0 1
Management of medical devices and materials, others 0 2 0 0 0 0 2
Assembly 0 0 1 0 1 0 2
Error in condition setup 0 0 0 0 0 0 0
Forgot to set up 0 0 0 0 0 0 0
Forgot to turn on power 0 0 0 1 0 0 1
Forgot to set alarm 0 0 1 1 0 0 2
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/ sterile technique 0 0 2 0 0 0 2
Neglect in inspection/management before device operation 0 0 1 1 1 1 4
Breakage 0 0 1 0 0 0 1
Preparation of medical devices and materials, others 0 1 0 3 3 0 7
Inappropriate use of medical devices and materials 1 1 5 4 6 0 17
Malfunction 2 1 0 3 0 0 6
Failure 0 1 0 3 3 0 7
Breakage 0 0 1 2 3 1 7
Use of medical devices and materials, others 1 5 6 8 6 1 27
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No 
potential 

of residual 
disability

No 
disability Unknown Aggregate 

total

Related to use/management of drainage tube or other tube 197
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 0 0 0 0
Order for use/management of drainage tube or 
other tube, others 0 0 0 0 1 0 1

Forgot to inspect 0 1 0 0 0 0 1
Poor inspection 0 0 0 1 0 0 1
Neglect in inspection/management during 
device operation 0 1 3 3 0 2 9

Breakage 0 0 0 0 0 0 0
Management of drainage tube or other tube 0 0 4 1 4 2 11
Assembly 0 0 0 0 0 0 0
Error in condition setup 0 0 0 0 1 0 1
Forgot to set up 0 0 0 0 0 0 0
Error in sterilization/ sterile technique 0 0 0 0 0 0 0
Neglect in inspection/management before 
device operation 0 0 0 0 0 0 0

Preparation of drainage tube or other tube, 
others 0 0 0 1 1 0 2

Infusion leakage 0 2 4 2 1 0 9
Self-removal 1 1 5 6 15 2 30
Spontaneous dislodgment 1 1 0 5 6 2 15
Disconnection 0 1 0 1 2 0 4
Neglected to connect 0 0 0 0 0 0 0
Blockage 0 0 1 3 3 0 7
Severance/ breakage 1 0 3 4 10 0 18
Wrong connection 0 0 0 2 2 0 4
Error in operation of T-shaped stopcock 0 0 0 0 1 0 1
Route clamp error 0 0 0 1 2 0 3
Air bubble in tube 0 0 0 0 0 0 0
Malfunction 0 0 0 0 2 0 2
Failure 0 0 0 0 0 0 0
Inappropriate use of drainage tube or other 
tube 0 0 2 5 1 0 8

Use of drainage tube or other tube, others 8 8 13 18 21 2 70
Related to examination 168

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 examination ordered 0 0 0 0 0 0 0
Order of examination, others 0 0 0 0 0 0 0
Management of analysis device/equipment 0 0 0 0 1 0 1
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 1 2 2 8

Patient misidentification 0 0 0 1 1 0 2

Sample misidentification 0 0 0 0 0 0 0
Lost sample 0 0 0 0 1 0 1
Preparation of examination device/equipment 0 0 1 0 1 0 2
Sample breakage 0 0 0 0 0 0 0
Examination preparation, others 0 0 3 1 1 1 6
Patient misidentification 0 0 0 1 2 0 3
Sample misidentification 0 0 0 0 2 0 2
Wrong reagent 0 0 0 2 2 0 4
Lost sample 0 0 0 0 1 0 1
Wrong examination/evaluation technique 0 2 8 7 4 0 21
Error in sample collection 0 0 0 1 0 1 2
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High 

potential 
of residual 
disability

Low 
potential 

of residual 
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potential 
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disability

No 
disability Unknown Aggregate 

total

Sample breakage 0 0 0 1 0 0 1
Sample contamination 0 0 0 0 0 0 0
Wrong data 0 0 0 0 0 0 0
Result reporting 1 3 1 1 3 2 11
Examination conducting, others 9 8 25 28 28 5 103

Related to nursing care 1,212
Forgot to make plan or give order 1 0 0 0 0 0 1
Plan or order delay 0 2 0 0 2 0 4
Misidentification of patient subject to the plan/
order 0 0 0 0 0 0 0

Wrong plan or order 0 0 1 1 0 0 2
Plan or order of nursing care, others 0 2 1 1 1 0 5

Restraint 0 1 2 2 1 0 6

Wrong meal 0 0 0 0 1 0 1
Rest ordered 1 2 2 4 1 0 10
Ordered meal prohibition 0 0 0 0 0 0 0
Permission for going out/staying out 0 0 0 0 2 0 2
Foreign object mixed in 0 0 0 0 1 0 1
Fall 9 55 264 191 122 30 671
Fall from bed 7 5 22 25 14 3 76
Collision 0 0 1 3 5 0 9
Aspiration 11 8 3 6 5 3 36
Accidental injection 0 1 0 2 3 0 6
Wrong meal served 0 0 0 2 1 0 3
Delay 0 0 0 0 0 0 0
Forgot to conduct 0 0 1 1 1 0 3
Wrong transportation 0 0 0 0 0 0 0
Patient misidentification 0 0 0 0 4 0 4
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 1 0 0 2
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 0 1 2 0 3 0 6
Nursing care management/preparation/
conducting, others 20 40 114 125 51 14 364

Others 91 47 108 118 79 13 456
Total 263 322 859 906 717 127 3,194

(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-2-21   (YA-68-C) Clinical Department and Summary of Event

Clinical department 
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Summary of event
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Internal medicine 34 0 41 7 22 19 159 53 335

Anesthesiology 15 0 61 8 17 1 4 13 119

Cardiovascular medicine 15 1 75 9 10 29 60 33 232

Neurology 4 0 8 6 3 2 48 15 86

Respiratory medicine 17 0 26 2 16 25 99 26 211

Gastrointestinal medicine 19 0 98 1 16 32 56 29 251

Hematology 7 1 5 1 3 3 33 10 63

Circulatory surgery 0 0 6 1 1 1 1 4 14

Allergy 1 0 0 0 0 0 8 1 10

Rheumatism 1 0 3 0 0 2 4 4 14

Pediatrics 25 1 18 6 20 3 107 30 210

General surgery 10 0 112 4 24 8 89 21 268

Orthopedics 13 0 94 9 6 4 309 63 498

Plastic surgery 2 0 13 0 1 1 12 4 33

Cosmetic surgery 0 0 0 0 0 0 0 0 0

Neurosurgery 8 0 46 6 18 5 86 18 187

Respiratory surgery 2 0 26 0 10 5 5 3 51

Cardiovascular surgery 3 2 52 8 11 5 19 10 110

Pediatric surgery 1 0 7 4 6 0 6 5 29

Pain clinic 0 0 2 0 0 0 0 0 2

Dermatology 6 0 6 0 3 3 20 8 46

Urology 8 0 47 4 12 6 20 12 109

Venereology 0 0 0 0 0 0 0 0 0

Proctology 1 0 3 0 0 0 2 0 6

Gynecology/Obstetrics 9 0 28 2 1 2 8 12 62

Obstetrics 7 0 10 1 0 0 2 4 24

Gynecology 5 0 26 0 4 0 8 5 48

Ophthalmology 3 0 14 2 1 2 15 12 49

Otolaryngology 10 0 21 2 4 8 17 16 78

Psychosomatic medicine 1 0 0 0 0 0 3 1 5

Psychiatry 8 0 3 0 0 0 153 47 211

Rehabilitation 1 0 6 3 1 0 21 7 39

Radiology 5 0 35 4 3 28 3 8 86

Dentistry 1 0 5 1 0 0 0 3 10

Orthodontics 0 0 0 0 0 0 0 0 0

Pediatric dentistry 0 0 2 0 0 0 0 0 2

Dental/oral surgery 3 0 23 3 2 0 8 11 50

Unknown 1 0 0 0 0 0 1 0 2

Others 37 3 100 23 30 36 127 62 418

Total 283 8 1,022 117 245 230 1,513 550 3,968

(Note) “Clinical department” may be more than one.
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Fig. II-2-22   (YA-71-C) Cause of Event and Summary of Event
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Action of the person involved 3,895

Neglect to check 165 4 279 56 97 63 284 101 1,049
Neglect to observe 29 1 145 22 60 24 538 107 926
Delayed (neglected) 
reporting

8 0 21 2 8 2 46 15 102

Inadequate 
documentation

13 0 25 2 5 4 22 13 84

Inadequate 
coordination

60 1 78 15 37 21 187 63 462

Inadequate (neglected) 
explanation to patient

16 0 51 5 10 22 271 39 414

Misjudgment 57 1 210 9 60 43 383 95 858
Human factors 1,640

Lack of knowledge 85 0 70 21 47 15 167 55 460
Deficiency of technique/
skill

20 0 202 10 42 28 144 49 495

Busy working condition 45 2 40 8 24 20 137 41 317
Under unusual physical 
condition

6 0 18 3 6 5 16 6 60

Under unusual 
psychological condition

22 2 32 2 5 3 15 7 88

Others 18 0 71 8 11 9 64 39 220
Environment/facilities and devices 1,520

Computerized system 19 4 5 2 1 8 2 16 57
Drug 55 0 9 0 1 7 12 7 91
Medical device 2 0 42 52 12 12 12 16 148
Facility 3 0 7 5 2 2 71 24 114
Other items 0 0 17 7 12 2 30 18 86
Patient side 6 0 149 6 26 28 566 132 913
Others 10 0 26 6 5 5 37 22 111

Others 1,428
Education/training 58 2 131 23 42 28 272 76 632
System 20 1 24 9 11 12 27 35 139
Inadequate rules 32 2 38 15 16 18 60 21 202
Others 24 1 186 11 21 31 72 109 455

Total 773 21 1,876 299 561 412 3,435 1,106 8,483
(Note) “Cause of event” may have been more than one.
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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, 2014 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, 2014 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 29
National Hospital Organization 69 117
National Centers for Advanced and Specialized 
Medical Care 3 4

National Hansen’s Disease Sanatorium 4 11
Japan Labour Health and Welfare Organization 22 29
Japan Community Health care Organization 24 43
Other national organizations 0 0

Municipality

Prefecture 16 27
City/village 73 126
Japan Association of Municipal and Prefectural 
Municipality Colleges and Universities 5 9

Local independent administrative institutions 11 25

Parent 
organization of 
public medical 

institution 
other than 

municipality

Japan Red Cross 45 80
Saiseikai Imperial Gift Foundation 10 20
Hokkaido Social Welfare Association 0 0
National Welfare Federation of Agricultural 
Cooperatives 7 19

National Health Insurance Association Federation 0 2
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 32 46
Healthcare corporation 196 390
Charitable organization 24 52
Company 4 13
Other corporation 19 39

Individual practitioner 32 50
Total 627 1,153
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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

2014
January February March April May June July August September October November December

Number of voluntarily 
participating medical 
institutions for event 
information

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

Number of rejected 
registrations 0 0 0 2 1 1 0 1 0 1 1 0

Accumulated total 612 614 614 615 616 617 618 618 619 623 623 627
Number of voluntarily 
participating medical 
institutions

1 4 1 4 2 4 2 2 3 7 3 3

Number of rejected 
registrations 0 0 0 1 1 1 0 3 0 1 1 0

Accumulated total 1,126 1,130 1,131 1,134 1,135 1,138 1,140 1,139 1,142 1,148 1,150 1,153
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[2] Information on the Number of Occurrences 
(1) Information on the Number of Occurrences
The reports of the information on the number of occurrences between January 1 and December 31, 2014 are 
shown below. 

Fig. II-3-3     (YNR-01) 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 854 3,902 71,604 163,459 239,819

(2) Blood transfusion 95 151 1,564 2,580 4,390

(3) Treatment/procedure 259 1,457 9,886 28,041 39,643

(4) Medical device, etc. 198 603 8,077 13,446 22,324

(5) Drainage tube or other tube 188 1,458 22,066 87,960 111,672

(6) Examination 281 1,179 20,452 40,202 62,114

(7) Nursing care 445 2,321 42,557 118,751 164,074

(8) Others 574 1,324 36,948 41,359 80,205

Total 2,894 12,395 213,154 495,798 724,241

Re-posted
[1] Events involving name or 
dosage form of drug 102 594 4,039 11,556 16,291

[2] Events involving drug 443 2,094 23,696 64,767 91,000
[3] Events involving medical 
device, etc. 153 414 3,224 8,458 12,249

[4] Current theme 266 829 10,652 41,880 53,627

Number of reporting medical institutions 561
Total number of beds 223,139
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[3] Number of Medical Near-miss Event Information
(1) Number of Monthly Reports 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, 2014 is shown below.

Fig. II-3-4     (YH-03) Number of Monthly Reports for Medical Near-miss Event Information
2014 Total

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

Number of medical 
near-miss event 
information

3,273 1,769 2,708 3,599 1,570 1,176 4,527 1,511 1,790 3,783 1,877 2,153 29,736

Number of voluntarily 
participating medical 
institutions for 
medical near-miss 
event information

612 614 614 615 616 617 618 618 619 623 623 627 —
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III Current Analysis of Medical Near-miss/Adverse Event 
Information

Both medical adverse event information and medical near-miss information have been 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, 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, 2014 is 
shown below. 
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1 Project Overview and Expert Division Activities

(1) Management Committee
Two meetings of the Management Committee were held between January 1, 2014 and December 31, 2014.

Fig. III-1-1 Status of Meetings of the Management Committee
Year, 

Month, Date Agenda

22nd February 27, 
2014

• Concerning the Preparation of the Guide to the Project to Collect Medical Near-miss/Adverse Event 
Information (Project Guide)

• Project to Collect and Analyze Pharmaceutical Near-Miss Event Information: Concerning the Project 
Guide

• Project to Collect and Analyze Pharmaceutical Near-Miss Event Information: Concerning Public 
Submissions

• Project to Collect Medical Near-miss/Adverse Event Information: Concerning the FY2014 Activity 
Plan (Proposal) and 2014 Budget (Proposal) 

23rd May 29, 2014

• Concerning the Publication of the English Translations of the 2012 Annual Report and Medical 
Safety Information.

• 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

• Concerning the Dissemination of Information via Facebook
• Concerning the Achievements of the Project to Collect Medical Near-miss/Adverse Event Information 

in FY2013
• Concerning the Achievements of the Project to Collect and Analyze Pharmaceutical Near-miss Event 

Information in FY2013

(2) Comprehensive Evaluation Panel
Five meetings of the Comprehensive Evaluation Panel were held between January 1, 2014 and December 31, 
2014.

Fig. III-1-2     Status of Meetings of the Comprehensive Evaluation Panel 
Year, 

Month, Date Agenda

48th February 20, 
2014

• Project to Collect Medical Near-miss/Adverse Event Information: Concerning the Number of Times 
Information was Accessed on the Website

• Concerning Medical Safety Information No.90, 91 and 92 (Draft) 
• Project to Collect Medical Near-miss/Adverse Event Information: Concerning the 36th Quarterly 

Report (Draft)
• Concerning Accreditation under the International Accreditation Programme (IAP)

49th May 15, 2014

• Project to Collect Medical Near-miss/Adverse Event Information: Concerning the FY2014 Activity 
Plan

• Concerning the Dissemination of Information via Facebook
• Concerning Workshops Hosted by the Division of Adverse Event Prevention in FY2014
• Concerning Medical Safety Information No.93 and 94 (Draft)
• Project to Collect Medical Near-miss/Adverse Event Information: Concerning the 37th Quarterly 

Report (Draft)

50th July 23, 2014
• Concerning the Results of the Follow-up Survey of FY2013 RCA Training Participants
• Concerning Medical Safety Information No.95 and 96 (Draft)
• Project to Collect Medical Near-miss/Adverse Event Information: Concerning the 2013 Annual 

Report (Draft)

51st August 22, 
2014

• Concerning the Results of the Follow-up Survey of FY2013 Process Flow Training Course Participants
• Concerning the Results of the Follow-up Survey of FY2012 and FY2013 RCA Training Participants
• Concerning Medical Safety Information No.97 and 98 (Draft)
• Project to Collect Medical Near-miss/Adverse Event Information: Concerning the 38th Quarterly 

Report (Draft)

52nd November 20, 
2014

• Concerning the Renewal of the JCQHC’s Registration as a Registered Analysis Center
• Concerning the Results of the Questionnaire Concerning the Project to Collect Medical Near-miss/

Adverse Event Information
• Concerning Medical Safety Information No.99, 100 and 101 (Draft)
• Project to Collect Medical Near-miss/Adverse Event Information: Concerning the 39th Quarterly 

Report (Draft)
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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 2014, 139 requests were made to medical institutions, asking them to provide follow-up information about medical 
adverse events, such as documentation; 136 responses were received. The breakdown of these is shown in Fig. III-1-3. 

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 60
Events related to blood transfusions 3
Events related to treatment/procedure 12
Events related to medical device, etc. 15
Events related to drainage tubes or other tubes 2
Events related to examination 12
Events related to nursing care 18
Others 14

Total 136

Requests for follow-up information in the form of documentation mainly consist of requests for more detailed facts and 
information about background factors to enable the Analysis Group concerned to analyze 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 person involved 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.

Eight medical institutions where 12 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 provided in Fig. III-1-4.
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Fig. III-1-4    Overview of On-site Surveys

 Event in which specimens from CT-guided lung biopsies of two patients were mixed up in the 
pathology department and the wrong treatment was provided

Objectives of 
the on-site visit

• Verification of the facts
• Verification of the background and causal factors
• Concerning improvement measures

Attendees from 
the medical 
institution

Deputy Hospital Director, Deputy Director of the Medical Safety Management Center, General Risk 
Manager (nurse), Risk Manager (nurse), 2 clerical workers

[Reported objective of the treatment provided]
As a result of the misidentification of the specimens, a right lower lobectomy was performed on Patient A, who did not have lung 
cancer. Cancer surgery was not performed on Patient B, who had cancer.

[Reported summary of event]
In order to reach a clinical diagnosis, CT-guided lung biopsies were carried out on the same day on three patients (Patients A, 
B, and C) suspected of having lung cancer. The specimens were all sent to the pathology department at the same time. The 
pathology department’s IT system assigned Patient A the number H13-4999, Patient B H13-4998, and Patient C H13-5002. After 
the specimens were processed, they were set into blocks on which each specimen number was printed. The blocks for these 
specimens were sliced into thin sections at the same time, but the barcode reader did not recognize the barcode on the first block 
(it is unclear which of the three blocks this was) and glass slides printed with the relevant specimen number were not generated. 
Consequently, the specimen number had to be entered into the pathology department system terminal manually and another 
patient’s specimen number was entered in error. As the reader was also unable to recognize the barcodes on the blocks containing 
the remaining two specimens, the specimen numbers were entered into the system manually in the same way, but the individual 
involved does not recall the sequence in which they were entered. As a result, the slices from Patient A’s block (H13-4999) were 
placed on the glass slides printed with Patient B’s number (H13-4998), while the slices from Patient B’s block were placed on 
the glass slides printed with Patient A’s number. The slices from Patient C’s block were placed on glass slides bearing the same 
number. Three days later, another technologist carried out H&E staining and the H&E-stained sections were handed over to the 
pathologist. The technologist who had done the staining did not check the blocks against the H&E-stained sections on the slides 
with the naked eye before distributing them, so s/he did not notice that the slices for Patients A and B had been mixed up. The 
pathologists carried out microscopic examination of the H&E-stained sections on the slides and issued pathologic diagnosis 
reports in which Patient A was reported as having cancer and Patient B was reported to be cancer-free. Based on these results, 
Patient A was diagnosed with lung cancer, so the department of respiratory surgery carried out a right lower lobectomy, but there 
was no cancer in the surgical specimen. Patient B was diagnosed as being cancer-free, so s/he was kept under observation by 
the department of respiratory medicine. A physician from the department of respiratory surgery subsequently inquired with the 
pathology department as to whether the specimens might not have been misidentified, so the pathology department checked the 
blocks against the sections on the slides and, in around the third week after the lobectomy, discovered that the slices from Patients 
A and B had been mixed up.

[Outline of background and causal factors]
Reported overview of factors behind 

the adverse event
Findings from the visit

When the blocks were prepared after the specimens were 
processed, a defect in the printing of the two-dimensional 
barcode onto the ready-made blocks resulted in the barcode 
not being recognized by the barcode reader, so the laboratory 
technologist entered the specimen numbers into the system 
manually when preparing the thin slices. Technologist A 
neglected to check the specimen number that s/he was entering 
at this point, while Technologist B neglected to check the 
blocks against the specimens on the glass slides with the naked 
eye once the H&E-stained specimens were ready. These two 
failures were the root cause of this event.

<Staffing in the pathology department>
•  The pathology department has 2 pathologists and 10 clinical 

laboratory technologists. Several of the 10 laboratory 
technologists were trainees from other medical institutions, 
but were performing the same duties as regular staff.

•  The clinical laboratory technologists perform different tasks 
each day, so all of them had experience of all pathology 
laboratory tasks.

•  Although there was a histopathology manual, it did not deal 
with medical safety matters, such as preventing patient mix-
up.

•  Although clinical laboratory technologists were trained by 
more senior staff members when they were first employed at 
the laboratory, this training was not standardized and did not 
cover precautions against specimen misidentification, so the 
compliance situation was not checked thereafter.

GE0260001
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•  There was no system for providing regular (or daily) 
supervision and guidance within the department, as a means 
of checking whether or not staff were complying with 
precautions against mix-ups in their routine duties.

•  Within the pathology department, the barcodes on the blocks 
are used solely for printing onto the glass slides and are not 
subject to barcode reading.

•  When carrying out rapid examination, as in this case, the 
results are usually reported on the same day that the specimen 
is submitted, but these results are regarded as the final results 
and are not subject to reappraisal.

•  Workplace management was lacking in the pathology 
department; areas of deficiency included staff training, efforts 
to promote communication, and medical safety activities.

<Misidentification of specimen during slicing/stretching>
•  Before the specimens were sliced thinly, the blocks from 

Patient A and Patient B were lined up next to each other on a 
cooling plate.

•  The laboratory technologist scanned the barcode on one block 
(it is unclear which of the two specimens this was), but the 
reader did not recognize the barcode printed on it, so the 
technologist returned it to the cooling plate. S/he then picked 
up the other block and scanned the barcode, but the reader did 
not recognize it.

•  The specimens were misidentified at some point between 
the specimen number being entered manually and the slices 
being placed on the glass slides. The precise point at which 
the misidentification occurred could not be ascertained, but it 
is believed to be one of the following.

  ◇ When the clinical laboratory technologist picked up Patient 
B’s block and typed the specimen number H13-4998 on 
the keyboard, s/he might actually have typed H13-4999, 
because the number was similar to Patient A’s specimen 
number.

  ◇ Even if the number was entered correctly, the barcodes 
on the two specimen blocks were scanned one after the 
other, so there is a possibility that the printed glass slides 
and blocks were mixed up during the scanning process, 
resulting in the slices from Patient A’s block being placed 
on the glass slides for Patient B after slicing.

<Lack of thorough comparative checks>
•  When the two glass slides printed with the specimen number 

came out of the printer, the clinical laboratory technologist 
did not compare the specimen number printed on the slides 
against the specimen number printed on the block.

•  Although the manual did not specify that a comparative check 
should be carried out during the slicing process, all clinical 
laboratory technologists were aware that they should check 
the specimen number on both the glass slides and the blocks. 
However, there was no rule concerning who should do so 
and when they should do it, so six different methods were 
used by the ten technologists: (1) after placing the slice on the 
glass slide; (2) after scanning the barcode with the barcode 
reader; (3) when placing the slice on the glass slide; (4) when 
removing the block from the microtome; (5) after placing it 
on the stretching table; and (6) when the barcode could not 
be scanned.
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•  The specimen from Patient A was elliptical in shape, while 
that from Patient B was shaped like a check mark. The 
misidentification of the specimens might have been spotted 
from the difference in shapes between the two if the clinical 
laboratory technologist had compared the blocks against 
the shapes of the H&E glass specimens and the specimen 
numbers when distributing them after preparing the H&E 
glass specimens. Accordingly, in this case, there is a strong 
possibility that no comparative check was carried out at the 
distribution stage either.

<Defect in printing on embedding cassette>
•  Two brands of embedding cassette (for printing the specimen 

number and barcode) were used: one from Company X and 
one from Company Y.

•  The barcodes on Company X’s cassettes often had printing 
defects; when figures for the barcode scanning defect rate by 
manufacturer were compiled, the defect rate for Company 
Y’s cassettes was 0.0-1.2% virtually every day, whereas the 
defect rate for Company X’s cassettes might be 0.0% on one 
day, but anywhere between 10.2% and 84.4% the next. When 
a survey was later carried out, the scanning defect rate on the 
day of this event was at the top end of the range: 84.4%.

•  Staff members had also noticed the high rate of scanning 
errors in Company X’s two-dimensional barcodes and had 
lodged a query with Company X about the printing defects 
on its cassettes before this event was discovered. Company 
X responded, “Other institutions are not experiencing any 
problems when using them,” so the pathology department 
decided not to stop using Company X’s cassettes.

[Improvement measures]
Reported overview of improvement measures 

following adverse event
Findings from the visit

On the day when the misidentification of the specimens was 
discovered, the department held a conference, at which all 
laboratory technologists were instructed to check the specimen 
number, patient name, and number of specimens and to 
compare them against the block, without fail. In addition, as 
well as endeavoring to prevent recurrence by ensuring that all 
checks of samples and specimens are carried out by two staff 
members from now on, the pathology department added to the 
departmental manual an explicit instruction to carry out checks.

•  The department will standardize comparative checks and 
ensure thorough compliance.

◆ Comparative checks in the slicing and stretching process
(Before slicing) The technologist will place the block beside the 

glass slide on the printer output tray and check the specimen 
numbers using the point-and-call method.

(After slicing) After removing the block from the microtome, 
the technologist will hold the block in his/her hand beside 
the glass slide on the stretching table and check the 
specimen numbers again using the point-and-call method.

◆ Comparative checks in the distribution process
Two staff members – who must include the person distributing 
the specimens and a regular staff member – will check all 
prepared specimens; specifically, they will check the section 
diagram, the specimen number, the name, the number of 
samples, and the block and the sample on the slide using the 
point-and-call method.
•  The operational manual has been revised with the addition of 

a description of the comparative checks that should be carried 
out.

•  The safety manager will make rounds as required, to ensure 
that comparative checks are being carried out.

•  The department has ceased using Company X’s cassettes and 
now only uses Company Y’s.
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•  To ensure that staff from the institution can carry out tasks 
without the aid of the trainees from other medical institutions, 
the medical institution is considering increasing the number of 
clinical laboratory technologists in the pathology department.

•  This medical institution believes that it is vital to foster an 
open atmosphere not only within the pathology department, 
but also throughout the institution as a whole, creating an 
atmosphere in which all departments can share information 
if they notice something that is inappropriate or abnormal. It 
would be helpful if a joint conference could be held between 
the relevant departments if there is a discrepancy between the 
clinical diagnosis and the pathologic diagnosis.

Major opinions following on-site visit

○  Clarification of when comparative checks are to be carried out, where they should be carried out, and which items are to be 
compared against each other is required.

○  Although the improvement measures refer to having two staff members carry out a double-check to compare the block against 
the glass slides, it might be advisable to consider introducing a comparative check using the barcode, as the barcode is printed 
on both.

○  When the scanning defect was noticed, consideration should have been given to what sort of problems could occur as a result 
of the high defect rate, as well as thinking about how to deal with it, rather than keeping it within the department and adopting 
the attitude that there was nothing that could be done.
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Event in which the patient’s full name was checked verbally and also using the wristband, but 
another patient’s drug bag was picked up and the wrong patient’s drugs were administered

Objectives of 
the on-site visit

• Verification of the facts
• Verification of the background and causal factors
• Concerning improvement measures

Attendees from 
the medical 
institution

Emergency Department Manager (physician), Deputy Nursing Director, physician from the Safety 
Management Department, nurse from the Safety Management Department, pharmacist from the Safety 
Management Department, 2 clerical staff from the Safety Management Departmen

[Reported objective of the treatment provided]
Handing out drugs

[Reported summary of event]
When handing out the drugs to be administered before the patients went to sleep, the nurse involved checked the patient’s full 
name verbally and also using the wristband, but picked up another patient’s drug bag and, reading out the name of the patient, 
handed over the other patient’s drugs and had the patient take them. The nurse noticed the error when s/he checked the drugs left 
over at the end of the process and found the drug bag for the patient in question.

[Outline of background and causal factors]
Reported overview of factors behind the adverse 

event
Findings from the visit

The checks carried out to ensure that the name on the drug bag 
and the patient’s name were correct when administering drugs 
were inadequate.

•   The ward where the event occurred was a psychiatric ward 
and patients would come to the nurses’ room to pick up their 
drugs.

•  In this case, one nurse alone (1) had the patient give his/her 
name when s/he came to the room → (2) checked the patient’s 
name on his/her wristband, but then picked up another 
patient’s drug bag and handed it over, saying the name of the 
patient in front of him/her. In this case, the identification of 
the patient was correct, but the drugs for another patient were 
administered.

•  The rule was that two nurses should distribute the drugs 
together, but on the day in question, a first-year nurse was 
doing it alone.

•  The drugs that the patient concerned was actually meant to 
take included Lendormin, Pursennid, and Contomin.

•  Once the nurse had finished handing out the drugs to the 
patients, there was a drug bag left over, but s/he remembered 
having handed over drugs to that patient, so s/he quickly 
realized his/her error in handing over the drugs for another 
patient.

•  The patient subsequently experienced toxicoderma, which 
was dealt with by the Critical Care Center.

(1) Rules for drug administration
•  The procedure for handing out drugs is as follows: two nurses 

together (1) prepare the drugs for all patients → (2) look at the 
drug bag and call the patient by his/her full name → (3) have 
the patient give his/her full name once s/he has come into the 
room → (4) check the full name on the patient’s wristband → 
(5) have the patient check the full name on the drug bag → (6) 
hand the drug packages over to the patient and have him/her 
take them there and then → (7) put the drug bags for patients 
who have already received their drugs in another place.

•  There was no set procedure to be used when a nurse was 
handing out drugs alone, and although nurses had handed out 
drugs alone before, this was the result of decisions based on 
the circumstances at that time.
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(2) First-year nurse who handed out the drugs
•  The first-year nurse decided to hand out the drugs alone, 

without consulting anyone else, because the senior nurse was 
occupied with another task.

(3) Ward
•  Usually, the ward where this event occurred had few near-

miss events, etc. involving the drugs for one patient being 
given to another in error.

•  This event occurred when handing out the drugs to be taken 
before the patients went to sleep. Compliance with the rule that 
drugs should be handed out by two nurses working together 
should not be a problem under normal circumstances.

[Improvement measures]
Reported overview of improvement measures 

following adverse event
Findings from the visit

The medical institution will enforce the practice of double-
checks and ensure that patient name checks are carried out 
thoroughly when staff are handling oral medication.
If it is difficult for another nurse to carry out a double-check, 
because they are attending to another patient, etc., the first nurse 
will wait until another nurse is free to carry out a double-check.
In the event that the wrong drugs are administered, staff will 
consult the Critical Care Center immediately and check the 
prescription/order issued in response to the administration of 
the wrong drugs.

Staff will comply with the following rule: Two nurses together 
will (1) prepare the drugs for all patients → (2) look at the drug 
bag and call the patient by his/her full name → (3) have the 
patient give his/her full name once s/he has come into the room 
→ (4) check the full name on the patient’s wristband → (5) have 
the patient check the full name on the drug bag → (6) hand the 
drug packages over to the patient and have him/her take them 
there and then → (7) put the drug bags for patients who have 
already received their drugs in another place.
•  Drugs will be handed out by two nurses working together, 

without fail.
•  Nurses will carry out double-checks.
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Major opinions following on-site visit

○  The distribution of drugs by a single nurse might be a commonplace occurrence in practice. It might be helpful to analyze what 
it was that the other nurse prioritized that led to the nurse in question handing out the drugs alone.

○  The usual rule involves multiple checks (call the patient by name, have the patient give his/her name, check the name on the 
drug bag and wristband, etc.), which is quite a complex series of safeguards. When checks are too complex, nurses can come 
to regard following the rule as the objective in itself, losing sight of its purpose as a means of comparing the patient against the 
medication.

○  In this case, the nurse was able to carry out the check using the wristband and having the patient give his/her own name, 
even though s/he was alone. However, there is a possibility that s/he was so focused on following the rule that s/he failed to 
understand the actual meaning of the rule, so s/he failed to check the drug against the patient.

○  It might be advisable to think about making the rule simpler. A rule that it is permissible to break in some circumstances needs 
to be revised.

○  Rules become complex if they evolve from a simple method as a result of new rules being added in response to an incident, 
etc. While one cannot say that simplification is always a good thing, it might be advisable to think about tidying up the rules.

○  The actual procedure that should be carried out is to match the drug bag to the patient. This should be done using actual objects, 
rather than from memory. If one relies on memory, any time lag can give rise to errors.

○  Handing out drugs is a very important part of psychiatric nursing, so it is helpful to be able to hand out drugs while communicating 
with the patients and observing their responses. For example, rather than handing out drugs to numerous patients all at once, 
one could divide the patients up into small groups and hand out the drugs in those groups. This would make it easier to resume 
the process if it has to be interrupted.

○  Insisting that a task must be carried out by two nurses under all circumstances would seem likely to result in non-compliance. 
It might be wise to consider a mechanism that would enable the process to be carried out by one nurse alone.

○  There was another case at this medical institution, in which an error occurred even though a double-check was carried out by 
two staff members, so it is examining how double-checks are functioning.

○  In this case, if two nurses had carried out a visual double-check, the error might have been picked up.
○  There are likely to be situations in which a double-check by two staff functions properly. A double-check by one person alone 

is likely to be less accurate than a double-check by two people. It is necessary to look at the whole picture, weighing up the risk 
of one person making an error and the efficiency of having one person carry out the process, versus the risks and safety that 
would ensue if two people were involved. It is not that one is a wonderful process and the other is terrible; rather, it is necessary 
to think about methods that are tailored to the actual situation. It might be advisable to look at the background to situations in 
which double-checks did and did not function properly.
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Event in which a resident erroneously administered 50,000 units of Heparin instead of 5,000 
units during a spinal angiography

Objectives of 
the on-site visit

• Verification of the facts
• Verification of the background and causal factors
• Concerning improvement measures

Attendees from 
the medical 
institution

Emergency Department Manager (physician), Deputy Nursing Director, physician from the Safety 
Management Department, nurse from the Safety Management Department, pharmacist from the Safety 
Management Department, 2 clerical staff from the Safety Management Department

[Reported objective of the treatment provided]
Heparin was administered when performing spinal angiography.

[Reported summary of event]
Spinal angiography of a spinal dural arteriovenous fistula was performed under general anesthesia.
The neurosurgeon performing the angiography ordered the anesthesiology resident several times to “quickly administer 5,000 
units of Heparin, because there is no need to wait for the (control) ACT (results) to come back.” The resident looked for the Heparin 
vial and found it at the patient’s feet.
(One of the two theater nurses who were also in the room says that s/he placed the Heparin vial (50,000 units/50mL), which had 
been on the anesthesia cart, on the anesthesia machine.)
The resident checked with the neurosurgeon, saying, “Is this it?” Using a 20mL syringe, the resident injected the whole of the vial 
in two injections. (The two theater nurses say they heard the following exchange.)
The resident asked the neurosurgeon, “Is it 5,000 units?” and the neurosurgeon replied, “It’s 5,000 units.”
After a little while, the neurosurgeon asked, “Have you done it yet?” and the resident replied, “Not yet. There’s still one more to 
go. There’s another 20cc.” The neurosurgeon asked, “20?” and the resident replied, “I’m afraid I’m using a 20mL syringe.”
The neurosurgeon had not looked at the Heparin vial before the injection and thought that the resident had administered 5,000 
units of Heparin after diluting it in a 20mL syringe, but realized after it had been injected that the resident had administered 
50,000 units.
Thinking that 20mL was a strange amount, the two nurses in the operating theater found the empty 50mL Heparin vial and asked, 
“Did you administer 5mL?” whereupon the anesthesiology resident looked at the vial and realized for the first time that s/he had 
given an intravenous injection of 50,000 units of Heparin.
A CT examination of the head performed after the examination revealed no intracerebral hemorrhage. There were no neurological 
aftereffects after the patient was extubated and s/he was discharged two days later.
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[Outline of background and causal factors]
Reported overview of factors behind 

the adverse event
Findings from the visit

1)  Lack of awareness on the part of the anesthesiology resident
The anesthesiology resident had clinical experience of using 
Heparin, but had not seen this type of Heparin vial before.

2) Assumptions by the anesthesiology resident
The resident assumed that the Heparin vial (50,000 
units/50mL) contained 5,000 units/50mL.

3) Inadequate check
The anesthesiology resident checked by showing the Heparin 
vial to the neurosurgeon, but did not check the dosage (mL).

4) Use of 3 types of Heparin preparation
5) Lack of time

The anesthesiology resident received a verbal order from 
the neurosurgeon several times to quickly administer the 
Heparin, so s/he felt s/he had to hurry.

•  This case involved spinal angiography carried out in a hybrid 
room that had been installed in the operating theater for use 
when performing cardiac surgery.

•  At this medical institution, 50,000 units/50mL vials of 
Heparin were only supplied to the operating theater, because 
they were used during surgery involving extracorporeal 
circulation with a pump-oxygenator. The hybrid room was 
used for cardiac surgery, so there was a permanent stock of 
50,000 units/50mL vials of Heparin there.

•  When the anesthesiology resident conveyed the neurosurgeon’s 
order for “5,000 units of Heparin” to the circulating nurse, 
the nurse handed over a 50,000 unit vial of Heparin to the 
resident.

•  The nurses noticed the overdose because the 50,000 
units/50mL vial of Heparin was empty.

(1) Hybrid room
•  The hybrid room had only just been opened and it was being 

used for emergencies and examinations, as well as for cardiac 
surgery.

•  Initially, there were no rules about which drugs should be part 
of the permanent stock in the hybrid room.

•  The drugs in the operating theater are standardized.
(2) Heparin vials
•  Two types of Heparin are used at this medical institution: 

Heparin 5,000 units and Heparin 50,000 units. There is a 
possibility that the person involved did not know that there 
were multiple specifications.

•  The only place in the hospital where 50,000 units/50mL vials 
of Heparin are used is the operating theater.

(3) Anesthesiology resident
•  It was the first time that the anesthesiology resident had 

worked in the hybrid room, as well as being his/her first 
experience of spinal angiography.

•  The anesthesiology resident administered the Heparin 50,000 
units/50mL via a vein, but did not think that it was a lot to 
inject intravenously in one shot.

•  The nurses were further away from the patient, so the 
anesthesiology resident prepared the syringes him/herself, 
preparing two 20mL syringes.

•  When the neurosurgeon asked, “20mL?”, the anesthesiology 
resident replied, “I’m afraid I’m using a 20mL syringe” 
because s/he thought that the neurosurgeon was scolding 
him/her for using two 20mL syringes instead of drawing up 
50mL of Heparin into a single 50mL syringe.

(4) Neurosurgeon
•  The neurosurgeon was aware of the Heparin 5,000 units/5mL 

product, but did not know that there was also a 50,000 
units/50mL product.
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•  When the anesthesiology resident showed the neurosurgeon 
the Heparin 50,000 units/50mL vial, asking, “Is it 5,000 units 
of Heparin? Is it this one?” the neurosurgeon replied, “It’s 
5,000 units,” without looking closely at the vial.

•  It took time for the anesthesiology resident to draw up 50mL of 
Heparin from the vial, so the neurosurgeon asked, “Have you 
done it yet?” The anesthesiology resident replied, “Not yet. 
Just a bit more...there’s another 20mL.” so the neurosurgeon 
asked, “20mL?” 

•  The neurosurgeon knew that 5,000 units was 5mL, but 
interpreted the anesthesiology resident’s answers and the 
time it was taking him/her to prepare it to mean that s/he had 
diluted Heparin 5,000 units/5mL to 20mL. If the neurosurgeon 
had known about the Heparin 50,000 units/50mL product, s/
he might have said something to the resident and might have 
picked up the error.

(5) Supervising anesthesiologist
•  The supervising anesthesiologist was overseeing two rooms 

and was not present at the time that this event occurred.
(6) Nurses
•  The nurses knew that the neurosurgeon’s order was for 

Heparin 5,000 units/5mL. However, they used a 50,000 
units/50mL vial of Heparin without giving it much thought. 
It was not the case that the 50mL vial of Heparin was more 
accessible than the 5mL vial.

•  The assistants in the hybrid room were theater nurses 
who were unaccustomed to examinations, because spinal 
angiography was usually carried out in the angiography 
room, so it is possible that they were unable to foresee how 
much Heparin would be used.

[Improvement measures]

Reported overview of improvement measures 
following adverse event

Findings from the visit

The education, guidance, and training systems for residents 
will be improved.
Residents will fully memorize the names of the drugs used 
in the anesthesiology department, as well as their usage and 
dosage. Decisions about the point at which residents will start 
undertaking anesthesia duties and the types of operations that 
they will deal with will be taken after the supervising physician 
has conducted an evaluation and examination.
If Heparin is to be used in an operation or examination, it will 
be prepared in advance.
A check will be carried out by multiple medical professionals 
before administering intravenous injections.

The medical institution put together improvement measures 
after carrying out an RCA.
•  The medical institution decided to keep Heparin 50,000 

units/50mL with the pump-oxygenator cart, rather than 
keeping it in the permanent stock in the room.

•  Anesthesiology residents in the initial stages of their training 
should meet certain competency standards even if they are 
not using a hybrid room, so they will no longer work in the 
hybrid room during the initial stages of their training.

•  The anesthesiology department will put together an operating 
theater procedure manual.

•  Residents will be provided with ongoing education concerning 
drugs, mainly focusing on examples of adverse events and 
contraindicated drugs.
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Major opinions following on-site visit

○  People do not notice things when normalcy bias comes into play. A double-check in which staff do not progress to the next step 
unless both the number of units of the drug and the quantity in mL match might be useful.

○  It would be advisable for someone experienced from the department to provide support when staff or residents are carrying 
out treatment or procedures to which they are unaccustomed. Moreover, it is vital to foster a supportive mentality, so that not 
only supervising physicians, but also nurses and other team members can speak up if they foresee that a resident might do 
something dangerous.

○  Heparin 5mL vials are used in a different way from 50mL vials. For example, if the nurses had been aware of the different 
purposes for which the 5mL and 50mL vials are used (e.g. 50mL vials are used for extracorporeal circulation), they might not 
have chosen a 50mL vial.

○  Vials do not walk into the room themselves: someone brings them in, so it would be wise to put measures in place to enable a 
check to be carried out when bringing them in, in addition to the rule about not keeping them in the room.

○  Descriptions of Medical Near-miss Events provide specific examples of how each event was avoided, so it is important to share 
such examples.

○  Although not deployed at the time of this event, a full-time pharmacist is now assigned to the operating theater at this medical 
institution to handle the storage of drugs. However, it is difficult for this pharmacist to intervene in every operation.

○  Almost everyone at this medical institution views the information about medical safety published on the intranet. At workshops, 
participants are tested on this information to get them to recall it.
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Event in which a bile sample was not taken because the person involved misunderstood the 
pathologic cytodiagnosis screen (which was not often used on the ward) and thought that 
the physician would take the specimen

Objectives of 
the on-site visit

• Verification of the facts
• Verification of the background and causal factors
• Concerning improvement measures

Attendees from 
the medical 
institution

Medical Safety Manager (physician), physician in charge of medical safety, Deputy Nursing Director, Risk 
Manager (physician) from the department concerned, coordinator from the Medical Safety Management 
Office (nurse), ward head nurse, physician from the Safety Management Office, Pharmaceutical Risk 
Manager (pharmacist), clerical staff dealing with safety management

[Reported objective of the treatment provided]
To provide a definitive diagnosis of cholangiocarcinoma

[Reported summary of event]
Endoscopic retrograde cholangiopancreatography (ERCP) was performed for the purpose of a thorough examination of a patient 
suspected of having cholangiocarcinoma. To prevent complications from the endoscopy, an ENBD tube was left indwelling for 
several days, with the intention of carrying out bile cytology examinations at the same time. Orders were issued to take the bile 
for three days after the ERCP, but it was discovered 10 days later that bile samples had not been taken on any of those three days. 
The ENBD tube had already been removed and it was not possible to carry out the examination again. The physician explained 
the situation to the patient, who was discharged that day.

[Outline of background and causal factors]
Reported overview of factors behind 

the adverse event
Findings from the visit

Looking at the pathologic cytodiagnosis specimen order 
screen, the nurse misunderstood it as an order for a specimen 
taken during the examination. Until then, specimens of this 
nature had generally been taken and submitted by physicians 
themselves, with nurses rarely performing this task. On the List 
of Patients Leaving the Ward for Examinations, the pathology 
field showed the symbol “○”, indicating that the specimen had 
not been provided, but nobody noticed that the specimen had 
not been taken for three days. When blood samples and the 
like are ordered, the laboratory sends specimen containers to 
which labels have been affixed, but in the case of pathologic 
examination, the labels and containers have to be prepared by 
the ward.

•   When the patient underwent ERCP for suspected 
cholangiocarcinoma, a brush cytology examination of part 
of the bile duct was carried out and an ENBD tube was left 
in to facilitate ongoing bile drainage and the taking of cell 
specimens. The ENBD tube was removed six days later.

•   Concerned because the results had not come back, the 
physician inquired with the pathology laboratory on the 
11th day and discovered that the specimens had not been 
submitted.

(1) Physician
•   When issuing the order for cytodiagnosis of bile, the 

physician selected the following on the system: [General 
cytodiagnosis] → [Material: bile] → [Site: other unspecified] 
→ [Method: suction].

(2) Pathologic examination procedure and system
•   When physicians order laboratory tests of blood, patient 

labels are printed out in the central blood collection room 
and the specimen containers are dispatched to the relevant 
location. In the case of pathologic examination, the laboratory 
does not send out specimen containers or patient labels, so 
the ward prepares the specimen containers and reprints the 
patient labels.

•   There is no common procedure for using suction to take 
specimens for general cytodiagnosis. Its meaning is 
ambiguous, but clarification is usually provided in the 
remarks column.

•   The day before an ordered examination is to take place, 
patient labels for pathologic examination are printed out 
automatically in the pathologic examination room. Under the 
usual procedure, the ward was supposed to reprint the patient 
labels and prepare the specimen containers.
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•   In the case of laboratory tests of blood, the electronic medical 
record showed whether the central blood collection room had 
received the specimens. Specifically, if the specimen had 
not been received, the electronic medical record showed 
the symbol “○” (not provided), which was changed to a “●” 
(provided) once the specimen had been received. However, 
there was no system of this nature for pathologic specimens.

(3) Nurse
•   On the ward in question, similar examinations using ENBD 

tubes were carried out only four or five times a year, so one 
could not say that the nurse was used to this examination.

•   In similar examinations involving taking specimens by 
suction, the physician generally took the specimen and 
submitted it to the pathology laboratory, so the nurses had 
little awareness of the need to take specimens themselves. 
Accordingly, although s/he accepted the order, the nurse did 
not check how it was to be carried out.

•   When making preparations for the examination, the 
nurse checked the List of Patients Leaving the Ward for 
Examinations and the specimen container and noticed that 
the pathologic examination field on the List of Patients 
Leaving the Ward for Examinations showed the symbol 
“○” (not provided), but assumed that the physician would 
do everything from preparing the specimen containers to 
submitting them. Therefore, the nurse did not prepare the 
specimen containers and patient labels. Accordingly, there 
was no visual reminder in the form of empty specimen 
containers.

•   The nurse understood the procedure of suction to obtain a 
specimen to be a procedure carried out by physicians by 
suctioning the specimen out via a tube inserted into the 
patient.

(4) Other
•   The results of general cytodiagnosis examinations are usually 

reported in three to four days, but can sometimes come back 
as quickly as the same day.

[Improvement measures]

Reported overview of improvement measures 
following adverse event

Findings from the visit

When accepting orders, nurses will check with the physician 
without fail if anything is unclear. Nurses will check that 
everything on the List of Patients Leaving the Ward for 
Examinations for that day has been carried out that day without 
fail.

•   The medical institution has altered the computer system so 
that the electronic medical record shows whether or not the 
pathology department has received specimens for pathologic 
examination, using the symbols “○” (not provided) and “●” 
(provided) in the same way as for laboratory tests.
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Major opinions following on-site visit

○  One wonders whether a procedure has been prescribed for removing an ENBD tube. If there had been a procedure specifying 
“Remove tube once the results of laboratory tests have been checked,” the event might have been noticed before removing the 
ENBD tube.

○  At this medical institution, there was no particular procedure for removing an ENBD tube. The ENBD tube, which is inserted 
via the nasal cavity, was causing the patient pain, so the nurse wanted to alleviate that pain by removing the tube as soon as 
possible.

○  It would be helpful to have a function that provides feedback in the event that a specimen that should have been submitted to 
the pathology department is not received. The failure to carry out something that should be done also impacts on the patient’s 
bill, so it would be helpful to have a system that links orders to billing, enabling checks to be carried out.

○  There are occasions at medical institutions when samples cannot be taken even though an examination order has been issued, 
so it is difficult to provide constant feedback.

○  Errors in laboratory tests tend to occur when there are numerous people involved in the process. It would be advisable to have 
an alert on the system.

○  On the other hand, there are limits to the extent to which watertight checks can be put in place via the use of IT. It might be 
advisable to adopt an approach that also involves the preparation of a physical item, such as a specimen container. For example, 
one could consider a method in which the specimen containers are prepared in the examination room, where the patient labels 
are initially printed, similar to the method used for taking blood samples.

○  Another option might be to consider a system in which patient labels are sent to the ward, rather than having the patient labels 
reprinted and the specimen containers prepared on the ward.

○  Electronic medical records are convenient because they enable information to be entered and labels printed anywhere, but 
they do have a pitfall in that there is the potential for patients to become separated from their information and labels. There is 
probably a need to devise a way to ensure that any details entered reach the relevant ward without fail and remain connected 
with the patient concerned.

○  It might be helpful to have a mechanism that provides an alert in the event of any irregularities, such as the failure to carry out 
an examination that is supposed to be conducted.
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Event in which an order for a continuous infusion of Novo-Heparin remained on hold and was 
not administered to a patient transferred from ICU to the ward

Objectives of 
the on-site visit

• Verification of the facts
• Verification of the background and causal factors
• Concerning improvement measures

Attendees from 
the medical 
institution

Medical Safety Manager (physician), physician in charge of medical safety, Deputy Nursing Director, 
Risk Manager (physician) from the Department of Internal Medicine, coordinator from the Medical 
Safety Management Office (nurse), ward head nurse, physician from the Safety Management Office, 
Pharmaceutical Risk Manager (pharmacist), clerical staff dealing with safety management

[Reported objective of the treatment provided]
To treat DIC

[Reported summary of event]
The physician had ordered that Novo-Heparin 5,000 units/5mL 2V + normal saline 500mL (for intravenous infusion) be 
administered to the patient via the side duct as a precise (automatic) continuous infusion at a rate of 6mL/h, but this was not carried 
out. The nurse looking after the patient three days later became concerned when s/he compared the order on the electronic medical 
record against the drugs being administered to the patient, so the lead nurse on the day shift reported it to the ward head nurse at 
about 15:00, leading to the discovery that the drug that had been ordered had not been administered to the patient for 2.5 days.

[Outline of background and causal factors]
Reported overview of factors behind 

the adverse event
Findings from the visit

At around 14:00, the patient returned from ICU. Novo-Heparin 
had been stopped when the patient left ICU. The attending 
physician had issued an order for Novo-Heparin before the 
patient left ICU. The attending physician was absent when 
the patient left ICU. When accepting orders for the patient’s 
infusions to be administered after leaving ICU and the 
following day, the lead nurse on the day shift did not notice 
that Novo-Heparin had been ordered. During the evening 
shift, when preparing the infusions to be administered from 
midnight, Charge Nurse B on the night shift and Lead Nurse 
C noticed the order for Novo-Heparin, but were confused as 
to what time it should be started. Accordingly, at about 21:00, 
they checked with the duty physician (physician from the 
department of respiratory medicine), who instructed them to 
check with the attending physician, but they did not do so. 
Lead Nurse D on the night shift asked Lead Nurse A on the 
day shift (the same nurse as the previous day) to check with the 
attending physician whether to administer the Novo-Heparin. 
That afternoon, Lead Nurse A on the day shift checked with 
the attending physician, who told him/her to follow the order, 
but because Novo-Heparin had been stopped when the patient 
left ICU, the lead nurse on the day shift assumed that this 
meant that it was fine to continue the stop on Novo-Heparin 
and placed handwritten parentheses around the entry for Novo-
Heparin on the nursing worksheet, to indicate that the order 
was on hold. Due to inadequate checks and comparisons of the 
injection order on the electronic medical record, the nursing 
worksheet, and the infusions actually being administered, none 
of the seven charge nurses and lead nurses on duty between that 
evening’s shift and the late night shift two days later noticed 
that the Novo-Heparin was not being administered. Even if 
any of them did notice that the order was not being carried out, 
they assumed that the order was on hold or had been stopped 
and failed to check with anyone else, so the drug that had been 
ordered was not administered for around 2.5 days.

•   The patient had lung cancer and a large quantity of steroids had 
been administered due to an acute exacerbation of interstitial 
pneumonitis following chemotherapy. While in his/her room, 
the patient experienced hematemesis, so endoscopic clipping 
was carried out as an emergency procedure. The patient 
was transferred to ICU for management of his/her general 
condition due to multiple organ failure and DIC, but although 
treatment was provided, there was no prospect of recovery, 
so a conservative treatment plan was adopted and the patient 
was returned to the ward to which s/he had originally been 
admitted.

•   The ICU and the ward used different systems for entering 
orders, so when the patient was transferred to the ward, the 
attending physician from the department of internal medicine 
entered the order once more.

•   Before the patient was transferred to the ward, the attending 
physician from the department of internal medicine had 
ordered that Novo-Heparin 5,000 units/5mL 2V + normal 
saline 500mL (for intravenous infusion) be administered 
to the patient via the side duct as a precise (automatic) 
continuous infusion at a rate of 6mL/h from the day after the 
patient’s return to the ward, in order to treat the DIC.

•   When Lead Nurse A on the ward accepted the injection order, 
s/he marked it “order accepted” on the electronic medical 
record, without noticing that Novo-Heparin was to be started.

•   As well as maintenance solution, the patient was being 
administered Nor-Adrenalin, PReDOPA, and Novolin R by 
intravenous infusion.

•   Nurse A was the day shift leader on the ward for three days, 
including the day on which the patient was transferred, so 
his/her assumption that the order was on hold was unable 
to be revised. None of the eight nurses who looked after 
the patient during this period sought to confirm the order, 
which continued to show up on the nursing worksheet with a 
handwritten indication that it was on hold.
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•   When a nurse looking after the patient three days later checked 
the order on the electronic medical record against the drugs 
being administered to the patient, s/he became concerned 
that the Novo-Heparin was not being administered, so s/he 
checked with a more senior nurse and a physician, resulting 
in the discovery of the failure to carry out the order.

(1) Lead Nurse A
•   Lead Nurse A ascertained from the electronic medical record 

that Novo-Heparin had been administered to the patient in 
ICU, but had subsequently been halted. However, s/he did not 
know that the reason for administering the Novo-Heparin in 
ICU was to prevent thrombi in the arterial line.

•   When confirming the order for Novo-Heparin with the 
attending physician from the department of internal 
medicine, Nurse A merely asked, “What should I do about 
the injection order?” and did not specify the name of the 
drug or explain the reason for the question. The attending 
physician from the department of internal medicine replied, 
“It’s fine as it is,” so Nurse A assumed that this meant, “It’s 
fine to continue the stop on Novo-Heparin.”

•   Nurse A indicated in the Novo-Heparin box on the nursing 
worksheet for the patient that the order was on hold and 
passed on that information to the nurse working on the night 
shift.

•   Nurse A was the day shift leader for three days, starting on 
the day when the patient was transferred from ICU. Nurse A 
pressed the “accept order” button without thinking about the 
injection order for Novo-Heparin, so the status showed as 
“order accepted.”

(2)  Attending physician from the department of internal 
medicine

•   At this medical institution, ICU physicians serve as attending 
physicians for ICU patients, while physicians from the 
relevant clinical department serve as attending physicians for 
patients on the wards. Joint conferences are held with ICU 
physicians, so the change in principal clinical department did 
not have an impact.

•   The attending physician from the department of internal 
medicine had thought about the need to administer Novo-
Heparin to treat the DIC in ICU as well, but did not order 
administration via an intravenous line, because Novo-
Heparin was being administered as an anticoagulant to 
ensure that the arterial line did not become blocked. The 
attending physician in ICU took the same view.

•   As the arterial line had been removed in ICU, the attending 
physician from the department of internal medicine entered 
an order for Novo-Heparin to be administered intravenously 
on the ward to treat the DIC. Normally, when an order is 
issued, the time at which administration is to be started 
and the purpose of administration are supposed to be 
communicated to the nurse, but the patient was transferred 
while the attending physician from the department of internal 
medicine was absent, so this information was not conveyed.

•   When physicians issue an order, they usually mention it to 
the nurse, but the attending physician from the department of 
internal medicine was in a rush to deal with another task, so 
s/he did not speak to the nurse about it.

•   The following day, the attending physician from the 
department of internal medicine received a query about the 
injection order from Lead Nurse A, but did not realize that 
s/he was checking on the order to administer Novo-Heparin 
and thought that Lead Nurse A was checking on the injection 
orders in general, so s/he replied, “It’s fine as it is.”
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(3) Nursing worksheets
•   In principle, nurses are not supposed to write anything by 

hand on nursing worksheets. However, this rule was not 
obeyed.

•   Nursing worksheets are not retained like other documents, but 
are discarded once each day’s duties have been completed.

•   Injection orders and treatment orders are written on the nursing 
worksheet, while nursing care plans and examinations are 
detailed on a different sheet.

•   Usually, if the details on the nursing worksheet differ from 
those on the injection order, the injection order takes priority.

•   The nursing worksheet is a paper printout, so the information 
they contain may differ from the information on the ordering 
system because of the time lag involved. Nursing worksheets 
do not always contain the most up-to-date information.

(4) Drugs
•   The status on the electronic medical record was “order 

accepted,” so the Novo-Heparin and normal saline that 
had been ordered was dispensed to the ward. However, the 
preparation was returned to the pharmaceutical department 
without being administered. The pharmaceutical department 
does not check returned drugs against orders.

•   The start time was not entered on the order for Novo-Heparin. 
On this ward, drugs necessitating the use of a syringe pump 
are not often started overnight.

(5) Computer system
•   A record for “Novo-Heparin/arterial line” could be seen 

on the browse screen on the electronic medical record, but 
the words “arterial line” were cut off on the display, so the 
administration route was unclear. Because the Novo-Heparin 
that was being administered in ICU had been stopped, Nurse 
A assumed that Novo-Heparin was to remain stopped on the 
ward as well.

•   On the computer system, the button turns blue when a 
physician issues an order and white once a nurse accepts the 
order. This means that staff can tell the status from the color 
of the button.

•   In this case, the prescription for Novo-Heparin on the 
electronic medical record remained white, indicating that 
the order had been accepted. There is no clear process for 
prescriptions whose status does not indicate that they have 
been carried out.

•   The system was such that, once a physician had issued an 
order, it was not possible to tell whether it had been carried 
out unless one looked at the status on the screen. As the screen 
changes each day, staff cannot tell whether the previous day’s 
orders have been carried out unless they go to the previous 
day’s screen. There was no mechanism for generating an 
alert if an order had not been carried out.
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[Improvement measures]

Reported overview of improvement measures 
following adverse event

Findings from the visit

•  When accepting orders from a physician, nurses will ensure 
that they check and understand the intention behind the 
physician’s order before accepting it, ensuring that they and 
other staff can seamlessly and safely carry out nursing duties.

•  Nurses will ensure that they have a full understanding of the 
patient’s clinical condition and treatment.

•  When starting their shift and when an injection order is 
altered, nurses will check the injection order on the electronic 
medical record; in addition, they will carry out a check at the 
patient’s bedside, comparing the nursing worksheet against 
the continuous infusion being administered.

•  Nurses will obey the rule stating that handwritten notes must 
not be made on the nursing worksheet.

•  Nurses will carry out the necessary checks using the injection 
order on the electronic medical record, based on the awareness 
that the nursing worksheet does not reflect the latest situation 
at all times.

•   Improvements to the electronic medical record system and 
the network environment are underway and the medical 
institution plans to gradually phase out nursing worksheets.

Major opinions following on-site visit

○  It is likely that convenience was the reason why the rule about not writing anything by hand on the nursing worksheet was 
not followed. People tend to find a way around unreasonable rules, so it is more important to create rules that will maintain 
compliance than to create the ideal rules. Not doing something because the rule says that it should not be done is also important, 
but rules capable of withstanding such challenges as the time lag in the transmission of information are more realistic.

○  If there is no procedure for returning drugs when an injection is on hold or has been halted, it is hard to tell whether a patient 
has not been administered a drug that they should have received.

○  Staff are careful when dispensing drugs, but tend to be less attentive when they are returned. If, in the process from ordering 
drugs through to administering them and tidying up afterwards, a pharmacist who has had a drug returned questions it as 
something out of the ordinary, this might serve as an opportunity to spot an error.

○  Changing an order after a drug has been dispensed and the drug is returned affects the patient’s bill, so this needs to be dealt 
with carefully. The billing system might serve as an alert in the event of the failure to administer any drugs that should be 
administered.

○  Novo-Heparin was prescribed for different purposes in ICU and on the ward: in ICU, the purpose of administering it was 
mainly to prevent thrombi in the arterial line, whereas on the ward, it was to treat DIC. The ward nurse might not have known 
why an arterial line was secured in ICU.

○  At this medical institution, training for new nurses concerning ICU nursing consists of classroom learning and half a day of 
practical training. Some nurses on the ward thought that the purpose of using Novo-Heparin in ICU was to treat DIC.

○  As nurses gain in experience, they start to accept orders from physicians and make judgments based on the patient’s situation. 
The nurse in this particular case made a judgment about the significance of administering Novo-Heparin and presumably 
concluded that the order had been placed on hold because Novo-Heparin had been stopped in ICU.

○  It would be advisable to have a process in which the following steps are linked: judgment by the nurse → feedback to the 
physician → drug order → dealing with the drug to be returned. It might be advisable to consider a mechanism in which 
feedback is provided without fail if a physician’s order has been placed on hold.

○  One wonders whether the culture on the ward is such that the lead nurse’s judgment is regarded as final and absolute. It might 
be helpful to have some kind of way for staff nurses to speak out if an initial query is dismissed.

○  On this ward, the issue was that the lead nurse let the matter drop, rather than being a question of his/her judgment being 
regarded as absolute. S/he thought, “It’s probably just xxx....” S/he was unable to speak up and confirm with someone else.

○  When conducting root cause analysis, a positive culture can be fostered by analyzing why the problem was able to be stopped. 
In this case, the error was brought to an end by the nurse who discovered it. It might be helpful to analyze this.

○  This medical institution carried out a KYT (K: kiken (hazard), Y: yochi (prediction), T: training) review of this event. This 
provided a renewed awareness of the importance of speaking up.
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Event in which a double dose of an antineoplastic drug was administered, due to a calculation 
error by the pharmaceutical department when preparing the drug

Objectives of 
the on-site visit

• Verification of the facts
• Verification of the background and causal factors
• Concerning improvement measures

Attendees from 
the medical 
institution

Pharmaceutical Department Medical Safety Coordinator (pharmacist), pharmacist, Medical Safety 
Manager (nurse), Safety Manager (nurse), member of clerical staff from the Management Division

[Reported objective of the treatment provided]
A patient due to undergo a peripheral blood stem cell transplant was to be started on a pre-transplant regimen of Fludara/
Busulfex, so Fludara for intravenous injection (50mg/V) was prescribed, at a dosage of 15mg/day (30mg/m2 × body surface area 
of 0.524m2) for six days.

[Reported summary of event]
The lead pharmacist of the team preparing anticancer drugs on the fifth day after administration was started checked the record 
for the preparation of the drug the previous day (the fourth day), sometime after 11:00 that day. When s/he did so, s/he noticed that 
on the fourth day, the Fludara for intravenous injection (50mg/V) preparation had been prepared with 30mg, which was a double 
dose. Having checked the previous preparation records and confirmed the necessary details with the person who had prepared 
the drug the previous day, the lead pharmacist from the team reported to the attending physician that a double dose of Fludara 
for intravenous injection had been administered on the fourth day, with the patient receiving 30mg instead of the prescribed 
15mg. The supervising physician, attending physician, pharmacist in charge of managing anticancer drugs, and primary nurse 
all apologized to the patient’s parents, as well as explaining the circumstances leading up to the event, the preparation procedure, 
and the anticipated side-effects (bone marrow suppression and potential for liver and renal dysfunction), and stating that blood 
samples would be taken to check for side-effects. Fludara was originally meant to be administered for six days, but because a 
double dose had been administered on the fourth day, the physicians decided to end administration on the fifth day, so that the total 
dosage would be the same overall. The peripheral blood stem cell transplant was carried out as originally planned. 

[Outline of background and causal factors]
Reported overview of factors behind 

the adverse event
Findings from the visit

A check of the preparation records from the first to the fifth day 
revealed that three different methods were used to prepare the 
drug, with the method used depending on the pharmacist.
The preparation method (quantity of solution made up and 
quantity weighed out) was left to the discretion of the individual 
pharmacist, but it is conceivable that one cause of the error was 
the fact that the pharmacist was making various calculations at 
a time when s/he was very busy.
The pharmacist who prepared the drug used mental arithmetic 
to calculate the concentration after dissolving the anticancer 
drug, which led to the calculation error. The pharmacist who 
carried out the accuracy check of the Mixture Order Sheet did 
not use a calculator either, so s/he judged that the preparation 
method described was fine.
Usually, three or four people carry out the following: 1) the 
preparation method is calculated and written on the order sheet; 
2) the details written in stage 1) are checked; 3) the anticancer 
drug is prepared while checking the details on paper; and 
4) a final check is carried out to make sure that there are no 
abnormalities in the injection drug that has been made up or 
errors in the preparation method. However, on the fourth day, 
there were not many preparations to make up because it was a 
holiday, so two people handled the whole process. As a result, 
one pharmacist carried out steps 1) and 4), while another 
pharmacist carried out steps 2) and 3), so the check function did 
not function adequately. Assumptions made by the pharmacists 
meant that the error was not able to be picked up, due in part to 
the fact that both of them used the same calculation method and 
worked it out in their heads.

•  The following shows the process for administering anticancer 
drugs on a weekday (example: four pharmacists handling the 
preparation of anticancer drugs).

1)  The physician orders the prescription for the anticancer drug 
in accordance with the registered regimen by 15:00 the day 
before.

2)  The pharmaceutical department checks the content of the 
physician’s prescription the evening of the day before and 
the drugs are prepared, with one tray being used for one 
prescription.

3)  The physician checks on the patient’s condition by the 
morning of the day on which the drugs are to be administered 
and, if administration can go ahead, presses “confirm” on 
the electronic medical record system.

4)  Once the physician presses “confirm,” the Mixture Order 
Sheet is automatically printed out in the pharmaceutical 
department.

5)  Pharmacist A writes the preparation method by hand on the 
Mixture Order Sheet, based on the physician’s prescription.

6)  Pharmacist B checks the preparation method that Pharmacist 
A has written on the Mixture Order Sheet.

7)  Pharmacist C prepares the anticancer drug based on the 
Mixture Order Sheet and then affixes the adhesive label at 
the bottom of the Mixture Order Sheet to the prepared drug.

8)  Pharmacist D carries out a dispensing accuracy check.
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9)  The pharmaceutical department issues the prepared drug to 
the ward.

•  On holidays, there are three pharmacists in charge of 
preparing anticancer drugs, so one of them is permitted to 
carry out the tasks of both Pharmacist B and Pharmacist C.

•  Sometimes steps 3) (physician presses “confirm”) and 5) 
(pharmacist writes preparation method by hand on the 
Mixture Order Sheet) have already been completed the day 
before, but sometimes they are carried out on the day itself. If 
the physician presses “confirm” on the day of administration, 
three pharmacists in charge of preparing anticancer drugs 
carry out steps 5) to 8).

•  Around half of all prescriptions are confirmed on the system 
the day before, with the remainder confirmed on the system 
on the day of administration itself; however, on Fridays, 
the proportion of prescriptions confirmed the day before 
increases, because the following day is a holiday.

•  If a prescription is confirmed on the system by the day before, 
tasks 5) and 6) are carried out the day before administration, 
while tasks 7) to 9) are carried out on the day of administration 
itself.

•  The details shown on the physician’s prescription and on the 
Mixture Order Sheet are as follows.

■ Details on the Physician’s Prescription
Fludara for intravenous injection 50mg 15mg
Otsuka Distilled Water 20mL 3mL
Normal saline 50mL (Otsuka) 0.9% 10mL
■ Details Printed on the Mixture Order Sheet
Fludara for intravenous injection 50mg  15mg 0.3
Otsuka Distilled Water 20mL (3mL) 3mL 0.15
Normal saline 50mL (Otsuka) 0.9% (10mL) 10mL 0.2
 Total 13mL  

•  The regimen for Fludara for intravenous injection is an adult 
regimen and the package insert for Fludara for intravenous 
injection 50mg states, “Under normal circumstances, 
dissolve (fludarabine phosphate 20mg/mL) in water for 
injection 2.5mL, then measure into a syringe the necessary 
amount as calculated on the basis of the patient’s body surface 
area and dissolve it in at least normal saline 100mL (Japanese 
Pharmacopoeia formulation),” so the default setting on the 
regimen is Otsuka Distilled Water 2.5mL and normal saline 
100mL. This medical institution has no pediatric regimen 
for Fludara for intravenous injection, so the adult regimen is 
adapted when administering this drug to pediatric patients.

•  When ordering the prescription, the physician enters the 
height and weight of the patient and the system automatically 
calculates the body surface area and the dosage of Fludara for 
intravenous injection. However, the physician can adjust the 
dosage (up to a maximum of 105%).

•  The physician who prescribed the Fludara for intravenous 
injection 15mg altered the volume of distilled water from 
2.5mL to 3mL, because s/he thought that it would be easier 
to calculate if the pharmacist dissolved it in distilled water 
10mL and measured 3mL into the syringe.

•  On the Mixture Order Sheet, the “0.3” that appears after 
Fludara for intravenous injection, the “0.15” after Otsuka 
Distilled Water, and the “0.2” after normal saline are 
coefficients of proportionality for the product specification 
used when calculating the amount that should actually be 
measured into the syringe.
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•  The Mixture Order Sheet states “Total 13mL”, but there 
is a tacit understanding that the “10mL” in the 10mL of 
normal saline actually indicates the total quantity of the 
final preparation (and it is usual for this to be stated when 
the regimen is registered), so the pharmacist checks with the 
physician in advance and records this fact in the Pharmacist 
Comments field (on the online screen).

•  In this case too, the comment “Dissolve in distilled water 
2.5mL and adjust the preparation to make a total of 10mL” 
had been written in the Pharmacist Comments field, but there 
was no remark about the quantity that should be measured 
into the syringe after the drug had been dissolved and the 
remarks from the Pharmacist Comments field are not printed 
on the Mixture Order Sheet. In addition, “Total 13mL” is 
printed on the label to be affixed to the prepared syringe, just 
as it is on the Mixture Order Sheet.

•  The total quantity specified on the Mixture Order Sheet 
and the details printed on the label differ from what was 
intended by the physician, but to date there has never been 
an incident involving preparation errors due to differences in 
interpretation between medical staff members.

•  Different pharmacists use different methods to prepare 
lyophilized anticancer formulations; in this case, three 
different methods were being used. Of these, (3) is the 
preparation method that was used in error.
(1)  Preparation method on day 1: Fludara for intravenous 

injection 1V was dissolved in distilled water 3mL; 0.9mL 
of this was then measured into a syringe and normal 
saline added to make it up to 10mL. (This preparation 
method is similar to the one specified on the prescription)

(2)  Preparation method on days 2 and 3: Fludara for 
intravenous injection 1V was dissolved in distilled water 
2.5mL; 0.75mL of this was then measured into a syringe 
and normal saline added to make it up to 10mL. (This 
preparation method complies with the one specified on 
the package insert)

(3)  Preparation method on day 4: Fludara for intravenous 
injection 1V was dissolved in distilled water 5mL; 1.5mL 
of this should then have been measured into a syringe, but 
3mL was measured out instead and normal saline added 
to make it up to 10mL. (This is the preparation method 
used when a double dose of Fludara for intravenous 
injection was administered)

•  When noting the details of the preparation on the Mixture 
Order Sheet, the pharmacist who prepared Fludara for 
intravenous injection using method (3) above calculated it 
in his/her head, without using a calculator. Consequently, 
whereas it should have been “50mg/V (specification) ÷ 
5mL (volume of solution) = 10mg/mL (concentration after 
dissolving)” ⇒ “15mg (dosage) ÷ 10mg/mL (concentration 
after dissolving) = 1.5mL (volume to be measured out),” the 
pharmacist misunderstood it as “50mg/mL ÷ 5mL = 5mg/
mL” and therefore thought that “15mg ÷ 5mg/mL = 3mL.”

•  The pharmacist who prepared the drug after carrying out 
the accuracy check of the Mixture Order Sheet also did the 
calculations in his/her head, without using a calculator, and 
failed to notice the miscalculation because s/he was led astray 
by the figure 3mL, referring to the distilled water.
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•  This medical adverse event occurred on a Saturday when there 
were few prescriptions to be prepared, and although three 
pharmacists usually handled the preparation of anticancer 
drugs on holidays, only two were dealing with this task on 
this occasion. Accordingly, one of them handled the tasks 
of Pharmacists A and D described above in the process for 
administering anticancer drugs on a weekday, while the other 
handled the tasks of Pharmacists B and C. Consequently, the 
person who wrote the details on the Mixture Order Sheet 
was the same person who carried out the final dispensing 
accuracy check.

○ Pharmacist staffing regime
•  The pharmaceutical department has 70-plus pharmacists 

working three shifts. There are just under 30 on the weekday 
daytime shift (08:30 – 17:15), most of whom dispense drugs for 
inpatients and some outpatients. Seven pharmacists work the 
evening shift (15:00 – 23:45), preparing the regular injection 
drugs for the following day. Two pharmacists work the night 
shift (23:45 – 08:30), dealing with emergency prescriptions.

•  On weekdays, six of the pharmacists in the dispensing 
division prepare anticancer drugs using two safety cabinets, 
while on holidays, three of the six day shift pharmacists do so 
using one safety cabinet. The teams of pharmacists in charge 
of preparing anticancer drugs are structured in such a way 
as to ensure that they include, without fail, a Board Certified 
Pharmacist in Oncology Pharmacy or a pharmacist with 
many years of professional experience.

○ Other
•  The number of anticancer drugs prepared for administration 

the same day is around 60 per day on weekdays and around 20 
per day on holidays. Administration of anticancer drugs starts 
at 10:00 in the hematology and pediatric departments, and at 
11:00 in all other departments, so the dispensing of anticancer 
drugs takes place in a concentrated period in the morning.

•  All of the Mixture Order Sheets for a particular day are stored 
together, so pharmacists do not usually consult the Mixture 
Order Sheets for the previous day. The pharmacist who 
handled the task on the fifth day noticed that the patient was 
a pediatric patient and that the method used to dissolve the 
drug had not been standardized. Accordingly, s/he decided to 
check the preparation method used the day before and when 
s/he consulted the previous day’s Mixture Order Sheet, s/he 
noticed the error in the method used to dissolve the drug. 

•  Anticancer drugs for administration overnight and those not 
prescribed by 15:00 the previous day are dispensed to the 
ward and the physician uses one of the hospital’s shared safety 
cabinets to prepare them. Nurses never prepare anticancer 
drugs.

•  After the prepared anticancer drug has been dispensed to 
the ward, nurses sometimes contact the pharmaceutical 
department to inquire about a discrepancy between the 
preparation in the syringe and the total volume on the label 
affixed to it, but in the case of the pediatric department, 
the details written on the prescription do not serve as the 
administration order. Instead, there is a separate order sheet, 
so the actual order to administer the drug is written on the 
order sheet.
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[Improvement measures]

Reported overview of improvement measures 
following adverse event

Findings from the visit

The medical institution has revised the List of Anticancer 
Drug Solutions so that both the solution and volume of 
solution specified on the package insert for each lyophilized 
formulation are listed. To prevent preparation errors resulting 
from miscalculation, the concentrations of all anticancer drugs 
after they have been dissolved are also listed.
Pharmacists will ensure that they use a calculator, without 
fail, when calculating and checking solutions. In addition, the 
medical institution has introduced a rule that those calculating 
preparation methods are to use a method of calculation based 
on the concentration.
Moreover, it has introduced a rule that at least three people 
must be involved in the process of calculating the preparation 
method, auditing the details written on the sheet, preparing 
the drug, and carrying out the final accuracy check, without 
exception.
To avoid human error, the medical institution has begun 
considering introducing a computer system that automatically 
calculates the volume of solution and the volume to be measured 
into a syringe. In addition, it is considering ways to enable 
pharmacists to utilize the Pharmacist Comments field on the 
electronic medical record to share information with each other 
about such matters as preparation methods and precautions.

•  Pharmacists will ensure that they use a calculator, without 
fail, when calculating and checking preparations.

•  The first person, who calculates the preparation method, 
will calculate it on the basis of the concentration; the second 
person, who accuracy checks it, will use the coefficient 
of proportionality printed on the Mixture Order Sheet to 
calculate “volume of solution × coefficient of proportionality 
= volume to be measured into a syringe.”

•  At least three people will be involved in the process of 
calculating the preparation method, auditing the details 
written on the sheet, preparing the drug, and carrying out 
the final dispensing accuracy check, without exception. 
In addition, this has been added to the pharmaceutical 
department’s Operational Manual for the Preparation of 
Anticancer Drugs for Inpatients.

•  To prevent preparation errors resulting from miscalculation, 
the medical institution has added a List of Solution Volumes 
for Lyophilized Anticancer Formulations to the Operational 
Manual for the Preparation of Anticancer Drugs for Inpatients, 
listing the solution and volume of solution specified on the 
package insert for each lyophilized formulation, as well as 
their concentrations after they have been dissolved.

Major opinions following on-site visit

○  Printing out the Mixture Order Sheet on the morning of administration can result in errors in the specification of the preparation 
method due to the pharmacist being in a rush. It might be advisable to secure the cooperation of the clinical departments 
whose physicians are able to confirm administration on the system so that calculations and preparatory tasks for making the 
preparations can be carried out the previous day in a greater number of cases.

○  The improvement measures state that at least three people will be involved in the processes from calculating the preparation 
method to carrying out the final dispensing accuracy check, without exception, with the preparation method being calculated 
by a different person from the one who accuracy checks the details written on the sheet. If at least three people are going to do 
this, it might be wise to have the final dispensing accuracy check carried out by a different person as well.

○  The improvement measures specify that the first and second person will use different calculation methods but one cannot easily 
tell from the Mixture Order Sheet that this procedure is being followed. It might be helpful to use the Mixture Order Sheet to 
record the calculations made by each person.

○  The total quantity specified in the physician’s order differs from the actual volume of the preparation. If the physician has 
specified 3mL of distilled water, it might be advisable to specify in the order that 7mL of normal saline should be used to bring 
the total volume to 10mL. Alternatively, consideration could be given to developing a mechanism on the computer system that 
would calculate the relevant quantities so that the total volume would be 10mL.

○  If, despite the fact that the physician has issued an order with the expectation that it will be prepared in the quantities specified 
on the prescription, the pharmacist switches to his/her usual preparation method, without taking account of the physician’s 
original intention, a third party could regard this as the pharmacist having determined the volume of the preparation. Moreover, 
if the actual volume of the preparation is 10mL, whereas the label affixed to the syringe states it to be 13mL, confusion could 
arise when carrying out checks at the time of the dispensing accuracy check or on the ward, and errors could arise when 
determining the rate of administration.

○  If, in addition to the physician’s prescription, there is also a “Mixture Order Sheet” and an “order sheet,” it will be hard to tell 
which has the correct information. This medical institution also has an educational role, so people educated here could work at 
medical institutions throughout the country. As such, from an educational perspective too, it would seem vital to ensure that 
correct medical records are left, based on the proper procedure of preparing drugs and checking dosages on the basis of the 
prescription, rather than using prescription, preparation, and ordering methods unique to this institution.



- 122 -

III Current Analysis of Medical Near-miss/Adverse Event Information

Event in which 7.5mg Warfarin tablets were prescribed in error when intending to reduce the 
dosage to 0.75mg, resulting in the patient taking the wrong dose for 10 days

Objectives of 
the on-site visit

• Verification of the facts
• Verification of the background and causal factors
• Concerning improvement measures

Attendees from 
the medical 
institution

Hospital Director, Deputy Hospital Director (Director of the Medical Safety Management Division), 
Medical Safety Manager (Deputy Nursing Director), Medical Safety Manager (charge nurse), physician 
from the Department of Stroke Medicine, physician from the Department of Stroke Medicine (Risk 
Manager), Director of the Pharmaceutical Department, pharmacist (handling outpatient prescriptions)

[Reported objective of the treatment provided]
Treatment with oral medication was being provided to prevent cerebral infarction and deep venous thrombosis.

[Reported summary of event]
The patient had been admitted to the hospital’s Department of Stroke Medicine due to multiple cerebral infarction and deep 
venous thrombosis, and was being treated with Warfarin.
When the patient came for an outpatient consultation in the Department of Stroke Medicine eight months after being discharged, 
his/her PT-INR was in the therapeutic range at 2.42, but the previous prescription was for Warfarin tablets 1mg, a dosage that the 
physician thought needed to be reduced slightly in view of the patient’s age. Although the physician intended to reduce the dosage, 
s/he entered the record “Continue Warfarin 7.5mg” on the chart. (S/he actually intended to reduce the dosage to 0.75mg.) When 
entering the prescription, the physician entered [Quantity of the active pharmaceutical ingredient] Warfarin granules 0.2% 7.5mg 
once daily: after dinner  35 days’ supply.
Ten days later, the patient returned for an outpatient consultation in the Department of Stroke Medicine, having been “suffering 
terrible bleeding since you increased the Warfarin last time.” A blood sample was collected, but it was not possible to measure the 
PT-INR, so the physician who saw the patient as an outpatient contacted the attending physician. The patient was found to have 
subcutaneous hemorrhage due to excessive Warfarin, so factor IX complex and vitamin K 2A was administered and the patient 
was admitted to the Stroke Care Unit (SCU) to be kept under observation.
The patient’s family stated that:
1.  The patient had decided of his/her own volition to stop taking the Warfarin during the two days that s/he was home from the 

day care center.
2.  The patient’s feet had been swollen since before s/he went to the day care center.
3.  The patient’s hands were swollen because pressure had been applied to them at the day care center due to the patient’s bleeding 

tendency.

[Outline of background and causal factors]
Reported overview of factors behind

the adverse event
Findings from the visit

1.  The physician him/herself was completely unaware of his/her 
prescription error.

2.  The physician did not check his/her prescription against the 
previous prescription.

3.  The comments field contained the direction “Dispense 
as granules,” so although normally the pharmaceutical 
department would contact the physician to request a change 
in the prescription because 7.5mg could be dispensed as 
tablets, on this occasion it was dispensed as granules in 
accordance with the comment.

4.  The pharmacist did not check directly with the physician and 
merely complied with the direction in the comments field.

5.  It would have been easier to spot if the physician had 
provided greater detail in the comments field, along the lines 
of “Dosage is less than 1mg, so dispense as granules to allow 
fine adjustment of dosage.”

6.  The pharmacist did not check with the physician because 
Warfarin dosages vary widely.

7.  The pharmacist did not compare the prescription against the 
previous prescription when dispensing the drug.

○ Pharmaceutical Department
•  At this hospital, internal prescriptions are also issued for 

outpatients (the external prescription rate is 0.3%), with 
46 pharmacists handling the approximately 900 outpatient 
prescriptions and 500 inpatient prescriptions issued each day 
(10 of these 46 pharmacists handle the outpatient prescriptions).

•  When this event occurred, there was no requirement to check the 
previous prescription (dosage, etc.) when the pharmaceutical 
department received a new prescription, even in the case of 
high-risk drugs.

•  Based on the prescription that has been issued, the pharmacists 
pick out the requisite tablets, topical medications, etc. → 
dispense liquid medication → dispense powdered medication 
→ carry out the final accuracy check → hand over the drugs 
to the patient. Multiple pharmacists cast their eyes over the 
prescription at each stage in the process.

•  An explanation is only provided when handing over the drugs 
to the patient for the first time or when handing over drugs that 
require an explanation of the directions for use, such as topical 
medications, so patients are not necessarily provided with an 
explanation even if they have been prescribed a high-risk drug 
or the dosage has been changed. In this case, the pharmacist 
did not directly explain to the patient that there had been a 
change in dosage.
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•  The Warfarin dosages prescribed at this hospital the previous 
fiscal year varied between 0.1mg and 9mg per day. The usage 
and dosage given on the package insert (1mg to 5mg 1 time/
day) is regarded as the standard and if the pharmacist is 
concerned about any deviation from the usual dosage, s/he 
checks the laboratory data (PT-INR) and the details on the 
record; if there is still any concern, the pharmacist will then 
query it with the physician.

•  At the time that this event occurred, there were no detailed 
rules or manuals, so it was left up to the pharmacist’s own 
discretion as to whether to refer to the previous prescription 
or check the laboratory data.

•  Given the time constraints arising from the large number of 
prescriptions dealt with by the outpatient dispensary and the 
need to consider patient waiting times, it was impossible for 
the pharmacists to refer to the prescription and examination 
history for patients prescribed high-risk drugs.

•  The dosage alert on the electronic medical record was set 
to 10 times the upper limit, so the prescription of 7.5mg 
of Warfarin was unable to be prevented by the alert on the 
electronic medical record.

○ Prescribing physician
•  At the time of the consultation, the physician intended to 

reduce the dosage, but s/he wrote “continue at 7.5mg” on the 
progress notes on the chart, instead of 0.75mg, and also issued 
a prescription for 7.5mg. The physician was convinced that 
the dosage was correct, so s/he did not notice the prescription 
error.

•  The patient is usually informed when the Warfarin dosage 
is changed, so it is thought that this particular patient was 
informed of the change. However, the physician is unsure how 
it was explained.

•  The physician regards inquiries about prescriptions from 
pharmacists as helpful interventions that can highlight 
prescription errors.

•  When the patient was taking Warfarin 1mg tablets before the 
change to the prescription, the physician prescribed that the 
tablets should be ground up rather than taken whole.

○ Patient
•  The patient had dementia, so the extent to which s/he 

understood any explanation provided by the physician 
concerning the reduced dosage is unclear. A family member 
of the patient stated, “S/he’s been suffering terrible bleeding 
since you increased the Warfarin last time,” but it is surmised 
that this referred to the increase in the physical quantity 
of powder, rather than the increase in the active ingredient 
dosage.

○ Pharmacists involved in dispensing the drug
•  Three pharmacists were involved in this event, none of whom 

submitted an inquiry about the prescription.
◎  Pharmacist A (who had 2.5 years of experience as a 

pharmacist and had been working in this department 
for five months) took the prescription, picked out the 
Amlodipine tablets that the patient was also taking, and 
then passed the Warfarin granules 0.2% on so that the 
powdered medication could be dispensed. At that point, 
s/he wondered whether the physician had erroneously 
prescribed granules instead of tablets, because 7.5mg in 
granular form would be quite bulky, but the statement 
“dispense as granules to allow fine adjustment of dosage” 
was written in the comments field, so the pharmacist did 
not check the record.
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◎  Pharmacist B (who had 2.5 years of experience as a 
pharmacist and had been working in this department 
for a month) was dispensing powdered medication and 
wondered whether the physician had intended to prescribe 
tablets, as Warfarin granules 0.2% 7.5mg was a large 
quantity, but the statement “dispense as granules to allow 
fine adjustment of dosage” was written in the comments 
field and when s/he checked the record, the physician had 
written “continue at 7.5mg” on the progress notes on the 
chart, so the pharmacist went ahead and dispensed the 
powdered medication.

◎  Pharmacist C (who had 23.5 years of experience as a 
pharmacist and had been working in this department for 
4.5 months) was auditing the prescriptions and it occurred 
to him/her that this could be dispensed in tablet form, 
but the statement “dispense as granules to allow fine 
adjustment of dosage” was written in the comments field 
and the physician had written “continue at 7.5mg” on 
the progress notes, so the pharmacist did not check the 
previous prescription.

•  It occurred to all three pharmacists that the physician might 
have chosen the wrong dosage form.

•  Given past statistics for prescriptions at this medical 
institution, it did not occur to them that there was anything 
unusual about a prescription for 7.5mg/day.

•  The pharmacists did not think about whether or not the 
progress note made by the physician was correct.

[Improvement measures]

Reported overview of improvement measures 
following adverse event

Findings from the visit

1.  When prescribing drugs, physicians will compare the 
prescription with the previous prescription.

2.  Physicians will devise ways of providing greater detail in the 
comments field, along the lines of “Dosage is less than 1mg, 
so dispense as granules to allow fine adjustment of dosage.”

3.  A new field will be provided on prescriptions to enable the 
previous dosage prescribed to patients taking Warfarin to be 
specified, and pharmacists will be expected to review this 
when dispensing the drug.

4.  Dosages that can be dispensed as tablets will be dispensed 
as tablets, while dosages that cannot be dispensed in 0.5mg 
fractions will be dispensed as granular medications, and the 
pharmacist will check with the physician about dispensing it 
as a tablet.

○ When physicians prescribe drugs
•  It would be preferable if at least two people could check 

outpatient prescriptions, as is the case for inpatient 
prescriptions, but this is difficult under the current 
circumstances, so physicians will ensure that they check the 
previous prescription details without fail before issuing a new 
prescription for Warfarin.

•  Going forward, we would request that a mechanism that 
generates a warning message based on the dosage prescribed 
or automatically compares the prescription with the previous 
prescription be incorporated into the electronic medical 
record system, even if only in the case of drugs requiring 
particular care, such as Warfarin.

○ Checks by pharmacists
•  If Warfarin has been prescribed, pharmacists will enter 

a note specifying the Warfarin dosage for each patient in 
the prescription comment generated in the pharmaceutical 
department, to facilitate a comparison the next time the drug 
is dispensed.

•  Changes in dosage will be explained to patients verbally when 
drugs are handed over to them and pharmacists will check 
that there is no discrepancy between this information and 
what the physician has told the patient.
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Major opinions following on-site visit

○  It is vital to check the patient’s drug history. Even if drug history checks cannot be carried out for all drugs, it might be 
advisable to introduce checks for high-risk drugs, at the very least. If the patient is currently admitted, it is vital to ensure that 
the ward pharmacist is also involved.

○  If possible, it might be wise to use the computer system to carry out checks, revising the dosage at which an alert is generated 
when prescribing high-risk drugs.

○  One wonders whether this medical institution has reviewed cases in which prescription errors were able to be prevented due to 
the existence of an alert. Rather than considering only cases in which there was a major impact on the patients as a result of a 
prescription error, it would be advisable to look also at cases in which errors were prevented.

○  One would have expected a prescription for “Warfarin 7.5mg 35 days” to trigger an inquiry about the prescription. Pharmacist 
are able to check for errors in prescriptions written by physicians, so it might be helpful to arrange staffing in such a way as to 
ensure that they can fulfill this function.

○  The revised Pharmacists Act entered into force on June 12, 2014. Prior to the revision, this Act stated that pharmacists had “a 
duty to provide information,” but in the revision, this was changed to refer to pharmacists having a duty to provide information 
and guidance. The addition of a requirement to provide guidance means that they must also record the fact that guidance was 
provided. It might be advisable to use the revision of this Act to examine the role of pharmacists when handing over drugs to 
outpatients.

○  The details of this event have been summarized in chronological order, but dividing them into separate columns for the physician 
and each of the three pharmacists A, B, and C to identify who did what might provide a clearer picture of the problems.

○  When this event was reported, only the physician was listed as a person involved. Listing the multiple individuals who were 
involved in this event as persons involved would make it easier to analyze this event and expand the scope of countermeasures, 
so it would be advisable to bear this in mind for the future.
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Event in which the dosage was altered because of a change in the infusion flow rate, but the 
person on the next shift returned it to the original dosage because s/he was not told about the 
order

Objectives of 
the on-site visit

• Verification of the facts
• Verification of the background and causal factors
• Concerning improvement measures

Attendees from 
the medical 
institution

Hospital Director, Deputy Hospital Director (Director of the Medical Safety Management Division), 
Medical Safety Manager (Deputy Nursing Director), Medical Safety Manager (charge nurse), physician 
from the Advanced Emergency and Critical Care Center, charge nurse from the Advanced Emergency and 
Critical Care Center

[Reported objective of the treatment provided]
The patient was receiving fluid therapy for a urinary tract infection, but urine output was poor, so the infusion rate was reduced. 
However, an error led to the infusion being continued at the rate at which it had been administered before the order was given to 
reduce the infusion rate.

[Reported summary of event]
At 15:50, the primary nurse accepted a verbal order from the physician to reduce the flow rate of an infusion of Solyugen F from 
60mL/h to 20mL/h because the patient’s urine output was poor. The primary nurse entered the flow rate on the progress chart, 
labeled the infusion bottle with the flow rate, and switched from an adult infusion set to a pediatric one before reporting to the 
lead nurse. The lead nurse handed over to the evening nurse, stating that the plan was to shift the balance of fluid intake and output 
to the output side, so the patient had been started on an intravenous injection of Lasix and tube feeding, and the infusion flow 
rate had been changed. Having ascertained from the information about the patient prior to the start of the shift that the infusion 
rate was 60mL/h, the evening nurse assumed that the flow rate on the injection worksheet was also 60mL/h overnight. In his/her 
post-handover check, s/he found it difficult to adjust the rate to 60mL/h because a pediatric infusion set was being used, so s/he 
changed it to an adult infusion set and managed the infusion. S/he replaced the infusion once during the night. The following day, 
the incorrect flow rate was discovered when the day shift nurse noticed the difference in the infusion rate and checked with both 
the nurse who had been on the day shift the previous day and the night nurse. Instead of a rate of 20mL/h, giving the patient 470mL 
of infusion fluid, the infusion had been administered at a rate of 60mL/h, giving the patient 1,191mL of fluid; thus, the patient 
received 720mL more fluid than s/he should have. The patient began wheezing at around 11:00 that day and was then admitted to 
ICU for management after suffering an asthma attack and heart failure.

[Outline of background and causal factors]
Reported overview of factors behind 

the adverse event
Findings from the visit

1.  The day shift nurse on the day in question (1) entered the flow 
rate on the progress chart; (2) labeled the infusion bottle with 
the flow rate; and (3) replaced the infusion set.

2.  The lead nurse forgot that s/he was supposed to change the 
flow rate on the injection worksheet.

3.  Nurses were supposed to check the latest order on the 
electronic medical record before administering an infusion, 
but although that day’s evening nurse checked the nature of 
the infusion, s/he did not check the infusion rate.

4.  The injection worksheet also stated 60mL/h, which 
corresponded with the information that s/he had obtained 
about the infusion rate prior to the start of the shift, so when 
checking the electronic medical record, s/he assumed that 
the flow rate to which the infusion had been changed was 
60mL/h.

5.  The evening nurse had received a handover from the day shift, 
the infusion set had been switched to a pediatric one, and the 
infusion rate was written on the bottle, but s/he assumed that 
the flow rate was 60mL/h because of the information that s/
he had gathered prior to the start of his/her shift.

6.  While carrying out checks at the time of the shift change, 
the evening nurse noticed that a pediatric infusion set was 
being used, but did not notice the infusion rate written on the 
infusion bottle.

○ Nurse staffing at the Advanced Emergency and Critical Care 
Center
•  The Advanced Emergency and Critical Care Center (hereinafter 

“the Center”) is a ward with 20 beds, with nurses carrying out 
primary nursing under a team leader.

•  The night shift runs from 16:30 until 09:00 the following 
morning and is staffed by five nurses: a lead nurse and four 
others (4 to 1).

○ Decisions concerning infusions (within the Center)
•  Rather than being managed using prescriptions, the drugs used 

at the Center are kept in a drug cabinet on a stock basis; when a 
physician issues an order, the nurse removes the drug from the 
drug cabinet in the Center before preparing and administering 
it on the basis of the injection worksheet. Accordingly, 
pharmacists are not involved in this process.

•  When altering a flow rate, the physician would give a verbal 
order only, without entering the order on the electronic medical 
record, and the nurse would enter the flow rate on the progress 
chart.

•  Upon receiving a report that the infusion rate was to be 
changed, the lead nurse was supposed to add a handwritten 
amendment to the injection worksheet, but in this case, the lead 
nurse forgot to amend it.
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7.  The infusion set was for pediatric use, but it was difficult to 
adjust to 60mL/h, so the nurse concerned changed it back to 
an adult infusion set and continued the infusion.

8.  During the night shift, the evening nurse opened the electronic 
medical record several times, so s/he had an opportunity to 
check, but s/he neglected to check the latest information.

9.  The evening nurse did not check with any of the other evening 
nurses.

10.  The patient was elderly, with impaired general function and 
a history of heart failure and asthma.

•  There were no documented rules about the choice between 
adult and pediatric infusion sets. However, there was an 
unwritten rule that an adult set was to be used for flow rates 
of 40mL/h or above, with a pediatric set being used for flow 
rates below that figure. No criteria had been set for the use of 
an infusion pump.

•  At the time this event occurred, the procedure was for team 
members to check the operation and settings of ventilators, 
gastric tubes, and air mattresses with the lead nurse, but 
checks of the infusions being given and their flow rates were 
supposed to be carried out by the team member in charge of 
the care of the specific patient.

○ Day nurse
•  Upon accepting the order from the physician, the day shift 

nurse entered the flow rate 20mL/h on the progress chart on 
the electronic medical record at 16:10 and changed the flow 
rate written on the infusion bottle. Then s/he replaced the 
adult infusion set with a pediatric one and set it to administer 
the infusion at 20mL/h. S/he then reported to the lead nurse.

○ Night nurse
•  The night nurse obtained information from the electronic 

medical record prior to 16:10, when the day shift nurse 
entered the altered flow rate, so s/he viewed a screen on which 
the amended infusion rate had not been entered. Moreover, 
because the injection worksheet had not been altered, the 
night nurse assumed that the infusion was being administered 
at 60mL/h. S/he did not look at the flow rate written on the 
infusion bottle.

•  It did not occur to the night nurse that the pediatric infusion 
set was being used so that the infusion could be administered 
at 20mL/h, so s/he replaced it with an adult infusion set, 
which was easier to adjust, and set it to 60mL/h.

•  When replacing an infusion during the night shift, it was 
customary to check the electronic medical record, but on this 
occasion, the nurse did not check the flow rate on the progress 
chart, so s/he left the infusion at 60mL/h.

○ Day nurse on duty the following day
•  When starting his/her shift, the nurse on the day shift the 

following day had ascertained from the progress chart on the 
electronic medical record that the infusion rate was 20mL/h. 
Subsequently, s/he noticed that the actual flow rate was 
60mL/h.

○ Physician
•  The physician relied on the nurses to some extent to enter any 

changes to the flow rate.
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[Improvement measures]
Reported overview of improvement measures 

following adverse event
Findings from the visit

1.  Physicians will avoid giving verbal orders and will enter 
orders on the system without delay.

2.  Nurses will not accept verbal orders and will request that an 
order be entered on the system.

3.  When managing infusions, nurses will check the latest 
information using the electronic medical record.

•  The medical institution has included a check of infusions and 
oral medication in the matters to be checked by a team member 
and the lead nurse at the start of each shift, to ensure that these 
are checked by two people.

•  The Center’s nurses analyzed this event and clarified the process 
for infusions (which had been based on a tacit understanding).
◎  They reconfirmed that a pediatric infusion set will be used 

for infusions with a flow rate of 40mL/h or less, while an 
adult set will be used for all others.

◎ When replacing an infusion, nurses will check it using the 
injection worksheet and the electronic medical record.

◎  If there is a change in the flow rate, nurses will report this 
to the team leader, enter it on the progress chart in the 
electronic medical record, and cross out the flow rate on 
the infusion bottle with a double line before writing in the 
amended flow rate.

◎ When a team member reports that the flow rate has been 
changed, the lead nurse will make a handwritten note of 
the new flow rate on the injection worksheet.

•  The improvement measures listed in the report of this event 
included “Physicians will avoid giving verbal orders and will 
enter orders on the system without delay,” but this is an effort-
based target and might be difficult to achieve due to the special 
nature of the Center.

•  Physicians will carry out morning and evening rounds with 
the nurses and will consider any changes to flow rates during 
those rounds, wherever possible. In addition, when a flow rate 
is changed, the physician will be present when the nurse carries 
out the task and will check it with the nurse.

Major opinions following on-site visit

<Identification of the source of information to be checked>
○  If there are a lot of places where orders can be checked, such as the progress chart on the electronic medical record and 

the injection worksheet, the information becomes too diverse and the level of importance varies. Accordingly, it would be 
advisable to choose a single place that must be checked.

○  If, as in this case, someone forgets to amend the injection worksheet, other staff do not know which information is correct. It 
might be wise to look again at whether the injection worksheet is really necessary. There are medical institutions that do not 
use injection worksheets. If use of the injection worksheet is discontinued, the electronic medical record should be made more 
user-friendly.

<Need for the involvement of the pharmaceutical department>
○  While there may be frequent changes in the drugs administered to patients in emergency and critical care centers, it might 

be worth considering a system in which injection prescriptions are issued for individual patients in the case of maintenance 
infusions, which tend not to be altered frequently, with these drugs being dispensed by the pharmaceutical department.

○  If a ward pharmacist could be deployed to the Center, s/he could manage the Center’s drugs cabinet.
○  Some emergency and critical care centers use injection prescriptions, so this could be considered.
<Analysis/sharing of details of the event>
○ When nurses start their shifts, they tend to attach greatest importance to everything that happens from that point on. However, 
they also need to look back at the patient’s condition during the previous shift, so it would be wise to instill this mindset in them.
○  The SHELL model is used to analyze events, but the only people involved in this analysis are the nurses. If possible, it would 

be advisable to make this a multidisciplinary process that includes physicians and other relevant staff, so that the situation on 
the ground and any improvement measures can be examined from a variety of angles.

○  This event is a good example to use when considering the process of administering injections, so it might be helpful to share 
it with others at this medical institution.

○  As far as possible, avoid using the instruction “Check XYZ” in manuals; it is preferable to use instructions that specify how to 
check things, such as “Look at X and Y” and “A [specify who should do it] looks at Z [specify where they should look].” The 
manuals should be written in such a way that anyone can carry out the tasks described in them, whether they are a new recruit 
or a veteran nurse.
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Event involving burns due to an electric current loop during an MRI examination

Objectives of 
the on-site visit

• Verification of the facts
• Verification of the background and causal factors
• Concerning improvement measures

Attendees from 
the medical 
institution

Director of the Medical Safety Management Office (physician), Deputy Director of the Medical Safety 
Management Office (physician), Medical Safety Manager (nurse), Chief Radiological Technologist, 
radiological technologist, member of the clerical staff from the Medical Safety Management Office

[Reported objective of the treatment provided]
MRI examination

[Reported summary of event]
The patient pressed the call button during an MRI examination and when the radiological technologist stopped the MRI to check 
on him/her, the patient said, “My legs (the area around the calves) feel hot.” The radiological technologist brought the bed out 
from the MRI, but when s/he checked the patient, there appeared to be no redness or any other unusual signs, so the radiological 
technologist continued the examination. At that stage, the radiological technologist told the patient, “There doesn’t appear to be 
any change, so we’ll continue with the examination. I think it’ll be fine, but if you feel hot again, please press the bell.” Before 
restarting the examination, the radiological technologist checked to make sure that the patient’s legs had not formed a loop. After 
the examination finished, when the radiological technologist asked the patient, “How was it after that?” the patient replied, “It was 
a bit hot,” so the radiological technologist looked at the patient’s legs, but there was nothing out of the ordinary. Accordingly, the 
patient was told to get changed and shown to the payment desk. That afternoon, the patient contacted the outpatient department, 
saying, “I have burns on my legs.” The patient was subsequently seen in the dermatology department, where s/he was found to 
have three blisters on the medial side of both lower legs and was diagnosed with second-degree burns.

[Outline of background and causal factors]
Reported overview of factors behind 

the adverse event
Findings from the visit

In terms of the cause of the event, although the patient’s legs 
did not form a loop when checked after s/he pressed the bell, 
it is possible that his/her legs were touching before that and s/
he moved them apart when they became hot. The patient was 
165cm tall and weighed 95.1kg, so the SAR was greater and 
it is conceivable that an electric current loop ran through the 
blanket that had become wet because the patient was sweating 
a great deal.

•  The patient’s examination gown was of the variety that opens 
at the front and has no pants.

•  The patient was positioned on the bed facing upwards, with 
his/her feet closest to the MRI apparatus, and an abdominal 
bandage had been wound around his/her pelvis to minimize 
movement when breathing.

•  The radiological technologist (hereinafter “the technologist”) 
placed a rolled-up towel under the patient’s knees and positioned 
him/her with his/her knees slightly bent. The technologist then 
placed the position coil over the patient’s pelvis and fixed it in 
place before covering the patient with a toweling blanket and 
commencing the examination.

•  The technologist conducting the examination was aware that 
burns could result from a high-frequency electric current loop, 
so s/he checked that there was no skin contact between the 
patient’s legs. However, s/he did not place any kind of shield 
between the patient’s legs.

•  Shields had been used between patients’ legs during 
examinations at one time, but they were not actively used, due 
to complaints from another patient.

•  Patients are told to press the bell if there is anything wrong, but 
no patient had ever pressed the bell due to feeling hot before.

•  As the patient had burns on the medial side of both lower legs, 
it would appear that this event was caused by the formation 
of an electric current loop due to skin-to-skin contact, but 
conceivable contributory factors include the fact that the SAR 
(Specific Absorption Rate) was greater because the patient had 
a large frame (between 160cm and 170cm tall and weighing 
more than 90kg), and the fact that the toweling blanket was 
damp because the patient was sweating a lot.
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•  The MRI examination instruction sheet did not mention 
anything about burns due to an electric current loop, nor was 
this issue explained verbally. Much greater importance was 
attached to the explanation aimed at ensuring that patients did 
not bring magnetic material into the MRI room.

•  The physician who issued the order for the MRI examination 
did not know that burns could result from an electric current 
loop.

[Improvement measures]

Reported overview of improvement measures 
following adverse event

Findings from the visit

Technologists will consult the radiologist as soon as the bell 
rings.
Technologists will consider abandoning the examination in the 
event of any abnormalities.
The medical institution now ensures thorough adherence to 
basic countermeasures, with small sandbags and shields (the 
sandbags included with MRI apparatus) placed between any 
gaps along the patient’s limbs, according to his/her physique, to 
prevent the formation of an electric current loop. 
The medical institution ensures that the risk of burns is 
explained to patients before the examination, without fail, and 
that examinations of patients who sweat copiously are carried 
out particularly carefully.

•  Technologists now position all patients undergoing MRI 
examination with their feet slightly apart.

•  Technologists now explain to patients that they should press 
the bell not only when they want the examination to be 
stopped or want to call a staff member, but also if they feel hot 
or are sweating. The medical institution is also considering 
developing a sequence that does not raise the SAR (Specific 
Absorption Rate).

•  At a risk management conference, the medical institution 
shared information about this event not only with radiological 
technologists, but also with those in other occupations, such 
as physicians and nurses.

Major opinions following on-site visit

○  It might be advisable to use the instruction sheet provided to patients or post signs in the waiting room to warn patients about 
the risk of burns from an electric current loop.

○  It might be wise to use pajama-style gowns to ensure that there is no skin-to-skin contact between the legs.
○  This medical institution also considered this, but decided to focus on positioning first, as an electric current loop could still 

form if the pants of the pajamas became damp due to copious sweating.
○  To ensure that staff are aware of the fact that burns can result from a high-frequency electric current loop, it is vital to 

share real-life examples. Even rare events like this one are highly significant, as they can sound a warning to other medical 
institutions if they are reported and shared as real-life examples.

○  This information was shared with radiological technologists within a group of medical institutions of a similar size.
○  It would be desirable for the JQ to make use of this event to increase nationwide awareness of the fact that burns can result from 

a high-frequency electric current loop, such as in this case.
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Event in which Duphaston tablets were supposed to be dispensed, but similarly named 
Fareston tablets were dispensed and handed over instead

Objectives of 
the on-site visit

• Verification of the facts
• Verification of the background and causal factors
• Concerning improvement measures

Attendees from 
the medical 
institution

Director of the Hospital, Director of the Medical Safety Management Office (physician), Deputy Director 
of the Medical Safety Management Office (physician), Medical Safety Manager (nurse), Registrar, Director 
of the Pharmaceutical Department, Deputy Director of the Pharmaceutical Department, Director of the 
Pharmaceutical Department Pharmaceutical Affairs Division, Director of the Pharmaceutical Department 
Dispensing Division, section manager from the Pharmaceutical Department, member of the clerical staff 
from the Medical Safety Management Office

[Reported objective of the treatment provided]
MRI examination

[Reported summary of event]
A physician specializing in obstetrics and gynecology prescribed Duphaston 5mg tablets to treat infertility, but the pharmaceutical 
department dispensed Fareston Tab. 40 in error. The patient took one tablet in the morning and one at lunchtime, making a total 
of two tablets per day. Two days after the tablets were handed over, the patient herself noticed that it was the wrong drug and 
contacted the pharmaceutical department.

[Outline of background and causal factors]
Reported overview of factors behind 

the adverse event
Findings from the visit

1.  The dispensing pharmacist picked up the wrong drug, while 
the pharmacist conducting the accuracy check only checked 
the name and quantity of the drug on the prescription.

2.  Duphaston and Fareston (names that look similar in the 
Japanese syllabic script) were placed in the same row of the 
same cabinet.

3.  There was no label on the Fareston to draw attention to the 
fact that it was an anticancer drug.

4.  There was no check of the patient and drug at the handover 
counter.

○ Pharmaceutical Department
•  There are 80 pharmacists, two of whom are duty pharmacists, 

while three work the day shift on weekends, which means that 
72-3 pharmacists handle tasks during the week. Just under 30 
of these are full-time ward pharmacists, who are permanently 
stationed on all wards. There are also around eight SPD (supply, 
processing and distribution) staff, who pick out injection drugs.

•  Internal prescriptions for outpatients account for 93%, with 
2,100 prescriptions issued on average every day.

•  700 inpatient prescriptions and 600-650 injection prescriptions 
are also dispensed each day.

•  In addition to the names of the drugs, the prescriptions printed 
out automatically in the pharmaceutical department also bear 
a shelf number indicating the location where they are stored.

•  After the hospital was rebuilt, the pharmaceutical department 
was no longer as spacious, so there was less room for storing 
the 1,000 or so drugs in the hospital’s formulary or for carrying 
out the process of dispensing them.

•  At this medical institution, high-risk drugs and high-alert 
drugs are stored separately. High-risk drugs are those classified 
as high-risk drugs under the medical fee system, while high-
alert drugs are those that the medical institution itself has 
categorized as such, including drugs requiring caution in their 
administration (e.g. 10% NaCl) and drugs that could cause skin 
disorders due to extravasation (e.g. gabexate mesilate).

•  The labels showing the drug names that were affixed to the 
drug shelves were small, with commonly used drugs labeled 
in black type on a white background, powerful drugs in red 
type on a white background, poisonous drugs in white type on 
a black background, and psychoactive drugs in green type on a 
white background. High-risk drugs were marked with a black 
‘H’ on a yellow background.
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•  The Duphaston that was prescribed was a commonly used 
drug, so its name appeared in black type. On the other hand, 
Fareston was a powerful drug, so its name appeared in red 
type and the label bore an ‘H’ to indicate that it was a high-
risk drug. However, there was no label indicating that it was 
an anticancer drug.

•  Drugs were arranged according to frequency of use; the 
Duphaston and Fareston involved in this event were on the 
shelf for drugs that were used infrequently, with other drugs 
(Lunabell tablets LD, Julina 0.5mg) between them.

•  Duphaston and Fareston were previously located next to 
each other and there had been two medical near-miss events 
involving drug mix-up within the space of two years, but the 
mix-ups were spotted during the accuracy checking process, 
so the wrong drug was not issued to the patients. In light of 
these events, the medical institution decided to place other 
drugs in between Duphaston and Fareston, so they were not 
adjacent to each other.

•  The drug handover counters are divided up according to 
the time taken for dispensing; at the fastest counter, it was 
supposed to take no more than 15 minutes to dispense three or 
fewer different types of tablet. The prescription in this event 
was such that the drugs were meant to be handed over at the 
fastest counter.

•  The pharmaceutical department compiled figures about 
medical near-miss events and shared information among 
the pharmacists concerning the number of reported events 
involving drug mix-up and the like. However, only serious 
cases were reported to the Medical Safety Management 
Office.

○ Pharmacist
•  The prescription was for Duphaston (5mg) 3 tablets 3 times/

day (morning, lunchtime, evening) 14 days’ supply, but the 
pharmacist picked out and dispensed a total of 42 Fareston 
Tab. (40mg).

•  After auditing the prescription, the pharmacist who dispensed 
the drug read the drug name and the shelf number on the 
prescription and went to the shelf where the Duphaston was 
kept. The pharmacist was in a hurry, because the patient’s 
prescription was supposed to be handed over at the counter 
with the fastest handover time (within 15 minutes), so s/he 
picked out Fareston thinking it to be Duphaston, placed it in a 
drug bag straight away, and sent it for an accuracy check with 
the other drugs.

•  Under normal circumstances, the tasks of auditing the 
prescription, dispensing the drugs, and conducting the 
dispensing accuracy check should each have been carried 
out by different pharmacists (three in total), but because of 
the rush, the same person carried out the prescription audit 
and the process of dispensing, with only the final accuracy 
checking carried out by a different pharmacist. Thus, only 
two people dealt with this prescription.

•  When prescription audits are carried out, the previous 
prescription may be checked if the pharmacist has any doubts 
about the content of the prescription or the drug is such that 
it is advisable to check the laboratory data, but it was not 
customary to check the previous prescription each time, even 
in the case of high-risk drugs.
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•  The drug shelves are located some distance from the 
dispensing workbench, so the pharmacists did not look at 
prescriptions while picking out drugs. In addition, as the 
dispensing area had become more cramped, pharmacists 
sometimes put the drugs that they had picked out straight into 
the drug bag, without returning to the workbench.

•  The pharmacist who carried out the dispensing accuracy 
check did check the drug name on the prescription, but only 
checked the number of tablets inside the drug bag (42 tablets) 
space and completed the accuracy check without checking the 
name of the drug inside the bag.

•  When handing over the drugs, the pharmacist did not check 
the drugs with the patient (did not show the drugs to the 
patient), but simply handed them over without any explanation 
or guidance.

○  Patient
•  The patient had been attending this medical institution for 

some time and had been taking Duphaston on prescription 
since about a month and a half before this event occurred.

•  Two days after the drugs were handed over, the patient 
called the medical institution and said, “I was supposed to 
be prescribed Duphaston, but the drug in the drug bag was 
Fareston. I’ve already taken two of the tablets.”

[Improvement measures]

Reported overview of improvement measures 
following adverse event

Findings from the visit

1.  Pharmacists will comply with the procedure for dispensing 
drugs. In addition, the pharmaceutical department will 
ensure full awareness of and compliance with checks using 
the point-and-call method when dispensing drugs; the 
dispensary leader will make rounds twice a day, at 10:00 
and 14:00, to check that pharmacists are complying with this 
procedure.

2.  The pharmaceutical department has placed a ban on drugs 
with similar names being placed in the same row and the 
layout of drugs will be revised to prevent mix-ups, so that if 
such drugs are placed on the same set of shelves, they must 
be located at least two shelves apart.

3.  The names of anticancer drugs on the shelf labels will be 
underlined in purple to distinguish them from other drugs. 
Preparations are underway to apply a similar measure to 
other high-alert drugs by the end of September.

4.  Drug checks will be carried out with the patient at the 
handover counter for patients prescribed high-alert drugs, 
in cases where a drug error could have particularly serious 
consequences. At this stage, staffing and facility issues 
mean that it is not possible to check all prescriptions, so 
these checks will be introduced first of all in the obstetrics 
and gynecology department, where this event occurred. The 
counter layout and patient guide paths will be revised to take 
account of patient privacy; these measures will be extended 
in phases, with a view to applying them to all departments 
and all prescriptions within the year.

•  Fareston has been moved to a drawer containing anticancer 
drugs. In addition, the medical institution has decided 
to separate drugs with similar names, regardless of their 
frequency of use.

•  On the drug labels, the names of anticancer drugs have been 
underlined in purple, to distinguish them from other drugs.

•  The medical institution has decided that when drugs are 
handed over at the counter, the person handing them over 
will check them with the patient. This initiative will be 
launched first in the obstetrics and gynecology department 
and measures to facilitate its extension to all departments will 
be considered.

•  The medical institution is currently making plans to rearrange 
the counters, revise layouts, and alter patient guide paths with 
a view to ensuring patient privacy.
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Major opinions following on-site visit

○  Drugs are arranged according to frequency of use, but it might be wise to store powerful drugs and high-alert drugs separately 
from other drugs.

○  Looking at the Outpatient Prescription Process at this medical institution, the previous prescription is not checked as part of 
the process; it might be advisable to use the previous prescription to check the dosage when dispensing high-risk and high-alert 
drugs in particular.

○  Article 25-2 of the Pharmacists Act changed the “duty to provide information” to a “duty to provide information and guidance.” 
This has been in force since June 12, 2014. It appears that only the obstetrics and gynecology department will check drugs with 
patients, but this should really apply to all departments. For example, the medical institution could start by applying this to 
high-risk drugs, or even just anticancer drugs.

○  Ahead of the entry into force of Article 25-2 of the Pharmacists Act, the Japan Society of Hospital Pharmacists issued a 
notice on May 24, 2014, entitled “Approaches to Providing Guidance Based on the Requisite Pharmacological Knowledge.” 
One wonders how this medical institution and its Pharmaceutical Safety Management Officer in particular disseminated this 
information to staff and whether any consideration was given to the question of how to address this requirement.

○  There may well be those who take the view that it is up to each clinical department to make decisions and address the 
requirement, but given the risks that can arise from drugs, it might be wise to prioritize consideration of approaches in the case 
of high-risk and high-alert drugs. Anticancer drugs entail a particularly high risk, so the provision of information and guidance 
is vital. While we understand that the medical institution is struggling with staffing shortages at the moment, improvements in 
staffing are not the only steps that this institution could take.

○  While the medical institution is conducting compliance checks at set times to ensure compliance with the rule about conducting 
checks using the point-and-call method when dispensing drugs, this may result in pharmacists only using point-and-call at 
those specific times. Since the purpose is to ascertain the situation, it would be preferable to carry out these checks without 
warning.

○  The drug handover counter involved in this case, which was used for rapid handover of simple prescriptions, had a target of 
handing over the drugs to the patient within 15 minutes. It would appear that this time limit led to the dispensing accuracy 
check being abbreviated.
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Event in which a speech therapist switched off the patient’s ventilator to provide oral care, but 
forgot to switch it back on again

Objectives of 
the on-site visit

• Verification of the facts
• Verification of the background and causal factors
• Concerning improvement measures

Attendees from 
the medical 
institution

Deputy Chief Charge Nurse / Medical Safety Manager, Director of the Rehabilitation Department 
(physical therapist), lead physical therapist from the Rehabilitation Department, ward head nurse

[Reported objective of the treatment provided]
The speech therapist provided oral care using cooling water.

[Reported summary of event]
The patient had been complaining of feeling thirsty during the day, so the speech therapist visited the patient’s room at 17:28 to 
provide oral care with cooling water. The therapist removed the mask of the patient’s Trilogy ventilator, which was providing 
NPPV. Taking into account the possibility that the alarm might sound, the therapist switched off the NPPV power supply. The 
oral cavity was clean and moist, so the therapist provided oral care, judging that this would provide a cooling stimulus to alleviate 
the patient’s psychological distress, rather than being specifically for the purpose of cleaning his/her mouth. While doing so, the 
therapist checked that SpO2 was being maintained at around 96%, but did not fit a nasal cannula, because the process was only 
going to take about a minute. After completing the process, the therapist put the mask back on the patient, but forgot to switch the 
NPPV power supply back on and it was still switched off when s/he left the room.
At 17:46, another rehabilitation staff member discovered that it was switched off. SpO2 had fallen to 89%. NPPV was 
immediately resumed and SpO2 improved to 94%. The electrocardiogram monitor had been switched off at 17:26, so the patient’s 
electrocardiogram waveform and pulse during the time that NPPV was suspended are unknown.

[Outline of background and causal factors]
Reported overview of factors behind 

the adverse event
Findings from the visit

Ventilators are not usually switched off when providing oral 
care. The speech therapists had no standardized method for 
providing oral care to patients on a ventilator, so they would 
usually switch the ventilator off while providing oral care. 
Neither was there a procedure for refitting the ventilator, nor 
any process for checking that the ventilator was switched on, 
checking the settings, checking that it was working properly, 
and checking the patient’s condition after replacing the mask.

○ The patient
•  The physician had ordered swallowing training for this patient. 

That is why a speech therapist was involved.
•  The patient’s physical condition varied, so on some days s/he 

would be able to go to the rehabilitation room for rehabilitation, 
while on others rehabilitation would be provided at the bedside.

•  On the day of this event, the Trilogy ventilator was being 
used for NPPV (noninvasive positive pressure ventilation), but 
during the day the patient had been being weaned off with 4L 
by cannula and had also gone to the rehabilitation room for 
breathing rehabilitation. At that time, the patient complained 
of a dry mouth, so the speech therapist who was the person 
involved said, “I’ll come to your room this evening to do 
something about it.” so s/he went to the patient’s bedside to 
provide oral care.

○ Oral care on the ward
•  Oral care is a quick procedure that involves a sponge dipped 

in water.
•  Although information might be exchanged, depending on the 

patient, nurses are not involved in the oral care provided by 
speech therapists. The oral care provided by speech therapists 
is positioned as part of rehabilitation, so it is carried out 
separately from the activities of nurses. Both types of staff 
give consideration to the timing of care, but they never actually 
carry out this task together. Regardless of the involvement or 
otherwise of speech therapists, nurses provide oral care once 
every shift.

GE0260011



III III 

- 136 -

III Current Analysis of Medical Near-miss/Adverse Event Information

○ Rehabilitation staff
•  The technique for providing oral care has not been 

standardized among the speech therapists, so it is up to the 
individual at present.

•  Essentially, rehabilitation staff do not operate ventilators. 
However, there are occasions on which they intervene 
in weaning patients off ventilators. The speech therapist 
involved in this event was involved in weaning another 
patient off a ventilator (a process that was being carried out 
in the rehabilitation room), so s/he possibly thought that it 
was fine to switch this patient’s ventilator off in the same way 
while providing oral care.

○ Rehabilitation room systems
•  Another member of the rehabilitation staff, who had gone to 

the patient’s bedside to see how the patient was, discovered 
the anomaly. While there are systems in place for checking 
what staff have done, guidance cannot necessarily be 
provided there and then.

•  A workshop on ventilators had been held three years earlier, 
but participation was voluntary. While patients sometimes 
undergo sudden changes in condition during rehabilitation 
with a physical therapist, occupational therapists are not 
involved in the cases of patients with poor respiratory 
condition, while speech therapists focus exclusively on 
swallowing training. Thus, the knowledge of rehabilitation 
staff concerning patient’s medical conditions and symptoms 
and their perceptions regarding patients on ventilators varies 
according to the nature of their occupation within the field of 
rehabilitation.

○ Ventilator
•  The Trilogy ventilator that the patient was using was 

being rented, but medical staff at the medical institution 
are accustomed to using it. The medical institution has six 
ventilators and rents additional ventilators if required when 
its own are all in use.

•  Some patients are long-term ventilator users, so the medical 
institution believes that it would be helpful if it could 
standardize its ventilators, using a highly versatile model.

•  On a Trilogy ventilator, the switch has to be pressed twice to 
switch it off. In this event, the person involved did not switch 
it off in error, thinking that it was the switch to cancel the 
alarm; s/he specifically switched it off to turn the ventilator 
off.

○ Electrocardiogram monitor
•  When the event was discovered by a member of the 

rehabilitation staff, the electrocardiogram was switched off, 
so the SpO2 level was not displayed. When this staff member 
used a portable meter that s/he had with him/her to measure 
the patient’s SpO2, it was 89%.

•  The electrocardiogram monitor was functioning when a nurse 
visited the room at 17:11, before the speech therapist provided 
oral care. The dead battery alarm should have been sounding, 
but s/he did not notice it.

•  It is unclear at what point the battery in the electrocardiogram 
transmitter ran out. Although the transmitter was old, 
it showed no signs of malfunction when checked by the 
manufacturer, so it seems likely that the alarm rang, but went 
unnoticed.
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•  There are eight electrocardiogram monitor screens at the 
nurses’ station.

○ Situation on the ward
•  The ward has 45 beds, with three to four ventilators in use at 

any time. There are two night nurses, one staff member who 
works until 21:00, and a nursing assistant who works every 
other day.

•  Prior to the event, the patient had arrhythmia and tachycardia, 
so his/her electrocardiogram alarm often rang. Nurses might 
have become desensitized to the alarm, because in their 
experience, it mostly did not signify an urgent situation.

•  Nobody at the nurses’ station noticed that there was no 
waveform showing. It was the evening, and the nurses on the 
day shift were writing up the records at the nurses’ station 
after completing their tasks, so the alarm could have sounded 
at a time when nurses were less attentive to alarms.

[Improvement measures]

Reported overview of improvement measures 
following adverse event

Findings from the visit

As a general rule, ventilators will not be switched off when in 
use.
Once a ventilator has been fitted, two staff members will carry 
out consecutive double-checks to confirm that the apparatus is 
switched on, check the settings, and ensure that it is working 
normally, and will then check on the patient’s condition.
A manual has been prepared for speech therapists, to provide 
instruction in how to deal with patients on a ventilator.

•  Following this event, the medical institution sent staff a 
warning entitled “After Refitting a Ventilator, Check That it 
is Working Properly.”

1.  After a ventilator has been refitted, two staff members will 
carry out consecutive double-checks at different times, to 
check that it is working.

2.  After a ventilator has been refitted, staff will confirm that 
it is switched on, check the settings, and confirm that it is 
working normally.

3.  After removing a ventilator and after refitting it, staff will 
check that the patient’s SpO2 has not dropped and will 
monitor his/her respiratory condition and general condition. 

The medical institution has prepared a manual for speech 
therapists concerning the procedure to use for oral care.
•  The medical institution will establish an interdepartmental 

training framework with a primary focus on respiratory 
therapists.

•  Clinical engineers will conduct ongoing seminars.
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Major opinions following on-site visit

○  Although the improvement measures include double-checks, it might be more practical to introduce a checklist. Entering a 
check mark against each task on a checklist enables staff members to view and confirm their own actions on the record.

○  This medical institution has conducted a survey among the nurses concerning double-checks. Some staff responded that they 
felt anxious without a double-check.

○  When double-checks are carried out by two people at the same time, each tends to rely on the actions of the other and so both can 
end up missing something out. Accordingly, it might be more useful for two people to carry out double-checks independently.

○  Two rehabilitation staff members are not always on the ward at the same time, so it can be difficult to carry out double-checks. 
The check process has not been standardized in the rehabilitation department. A check procedure should be adopted in which 
the rehabilitation staff member carries out a check and then asks a nurse to check, for example.

○  During rehabilitation at this medical institution, administration of oxygen is often stopped temporarily and then resumed. 
Forgetting should resume oxygen appears to be a common problem there. This medical institution to consider adopting a 
checklist.

○  This event might not have occurred if staff had known the basic principles of ventilators and oxygen therapy. Currently, those in 
charge of education at this medical institution are unable to fully ascertain the level of knowledge and awareness among staff. 
It is worrying to see that as well as disparities in the level of technical proficiency and knowledge, there are also differences in 
awareness of anomalies among those with experience at other medical institutions.

○  A variety of specialist staff work at this medical institution. It might be helpful for the hospital as a whole to consider what kind 
of checks should be carried out in regard to ventilator settings.

○  The number of types of ventilators and other machinery is growing. Although it can be difficult to know how to deal with all of 
them, it is easier to adapt if one understands the principles behind them. Adopting the stance of “you don’t need to do it if you 
don’t understand it” will not resolve anything.

○  Some of the staff at this medical institution silence alarms even though they do not understand what those alarms signify. We 
feel that they lack an understanding of why the alarm is ringing.

○  Medical institutions need to prepare manuals, but we are concerned that stating, “You must not touch the ventilator” in a manual 
could actually make it harder for staff to understand their implications for patient care and to think about the significance of 
checks. Relying on manuals would appear to impair observation and judgment, which are skills that healthcare professionals 
must hone and enhance. While visible rules are required, we wonder whether it is entirely wise to adopt too much of a manual-
focused mentality.

○  We feel that the ability to notice and pick up on things is rather weak among the younger staff at this medical institution. 
Noticing when something is out of the ordinary and reading between the lines require common sense and experience. While 
it is important to read between the lines and question why something is as it is, the question of how to train staff to do this is 
a tricky one.

○  In manuals, rather than just writing “Check XYZ,” it might be helpful to specify what staff need to look at and what they need 
to do then, as well as describing the judgment to be made after the check and the action to be taken on the basis of the results.

○  This medical institution has a rule that the battery in the electrocardiogram transmitter must be replaced when the dead battery 
alarm sounds. It does not appear to be practical to check it at specific intervals.

○  A dead battery in a transmitter could have a major impact on the observation of the patient’s biological information. It would 
be wise to think about how to address this, given the potential impact.
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Event in which a nurse with five months of professional experience neglected to check the 
patient when administering drugs and administered the drugs to the wrong patient

Objectives of 
the on-site visit

• Verification of the facts
• Verification of the background and causal factors
• Concerning improvement measures

Attendees from 
the medical 
institution

Deputy Hospital Director and Director of the Medical Safety Management Office (physician), Nursing 
Director, Pharmaceutical Safety Management Officer (pharmacist), Deputy Head of the Medical Safety 
Management Office (nurse), Medical Safety Management Office General Risk Manager (nurse), Chair 
of the Nursing Department Risk Management Committee (charge nurse), Nursing Department Career 
Development Committee New Recruit Team (charge nurse), staff member from the nursing planning team 
(head nurse), ward head nurse, senior ward nurse, 2 members of clerical staff from the Medical Safety 
Management Office

[Reported objective of the treatment provided]
Administration of a drug

[Reported summary of event]
At 19:30, the nurse went to Patient A’s room to take the patient’s temperature and administer an infusion. After taking the patient’s 
temperature, the nurse placed the night time drugs on the bedside table and mixed them in Patient A’s cup. After mixing the drugs, 
the nurse injected them into the patient’s nasogastric tube and then left the room.
While the nurse was taking Patient C’s temperature in another room, s/he heard a noise from the corridor that sounded like a 
rattling snore and coughing up sputum. When s/he went into the corridor, the nursing assistant reported, “It’s Patient A.” The 
nurse rushed to Patient A’s room and discovered that he was coughing up sputum, so the nurse used suction to try to clear it. 
However, s/he was unable to clear all of the sputum, so s/he raised the head of the bed.
At 20:30, when his position was changed, Patient A had a rattling snore. The patient seemed different from an hour earlier, so 
the nurse reported it to a more senior nurse. Patient A’s vital signs were measured. BP: 134/83 mmHg; BT: 36.8°C; P: 69 bpm; no 
anisocoria; light reflex present. There was no exacerbation of paralysis. The patient did not react to his name being called, and 
although he knocked the nurse’s hand aside in response to pain stimulation, the patient did not open his eyes. The patient’s airway 
was obstructed by his tongue, so the nurse moved the patient into a lateral position.
When doing so, the nurse recalled that twenty or thirty minutes earlier, s/he had seen Patient B (who was supposed to take an 
anti-anxiety drug and a hypnotic drug before going to sleep) lying awake on his bed, unable to get to sleep. It was then that the 
nurse realized that s/he had injected drugs into Patient A’s nasogastric tube an hour earlier, despite the fact that Patient A had no 
hypnotic drugs. Accordingly, s/he looked in Patient A’s wastepaper basket and found an empty drug bag with Patient B’s name on 
it. S/he checked the bag and discovered that s/he had administered Amoban, Lendormin, Levotomin, and Nelbon.
The nurse reported the situation to the duty physician without delay. Having received an order from the duty physician to insert 
a nasal airway to counter the glossoptosis, s/he inserted a 7mm nasal airway and then received an order to wait until the drugs 
wore off.

[Outline of background and causal factors]
Reported overview of factors behind 

the adverse event
Findings from the visit

•  The nurse neglected to check the patient’s name band and the 
patient name on the bag containing the drugs to be taken that 
night.

•  Drugs were being administered to both patients via a 
nasogastric tube, so this event resulted from assumptions and 
a lack of checks.

•  At this time of day, there were no admissions, discharges, or 
sudden changes, so the ward was calm and the nurse therefore 
let his/her vigilance slip.

•  The nurse had five months of professional experience and this 
was his/her second day of working the evening shift without 
supervision.

○ Staffing on the ward
•  The ward is a mixed ward for the departments of neurology and 

neurosurgery and the stroke care unit (SCU). It has two fixed 
teams: Team A, which deals with the neurology department, 
and Team B, which deals with the neurosurgery department. In 
addition, it has an ongoing charge system of nurses who work 
on both teams.

•  There are 49 nurses, 14 of whom are assigned to the SCU, while 
15 are assigned to Team A (neurology department) and 16 to 
Team B (neurosurgery department).

•  There were four newly hired nurses on this ward (one of whom 
had been hired mid-career).
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•  The ward has a total of 60 beds, six of which were allocated 
to SCU. On the day of this event, there were 36 patients on 
the ward (Team A: 16; Team B: 20). It was also comparatively 
calm, because there were no emergency admissions. Patients 
A and B in this event were Team A’s patients.

•  This event happened on the evening shift, when there were 
two nurses from Team A and two nurses from Team B 
working on the ward.

•  One of the Team A nurses was in her fourth year as a nurse 
(and this was also her fourth year assigned to this department), 
while the other had five months of professional experience 
(the person involved).

•  The team leader allocates patients to nurses on the night shift, 
dividing them up in such a way as to ensure that there is no 
variation between the nurses in terms of the level of severity 
of the patients they are caring for. In addition, to ensure that 
there can always be more than one nurse in one room without 
fail, a single nurse is not assigned to all of the patients in one 
room.

•  Nursing Skills Japan is used as this medical institution’s 
nursing procedure; the section on the administration of oral 
medication describes the procedure for administering tablets, 
powdered medication, and liquid medication orally, but it does 
not describe how to inject oral medication via a nasogastric 
tube, so there were no particular rules about this.

•  When conducting comparative checks of patients, nurses 
were supposed to either have the patient give their name or 
check the name using the wristband or the name on the bed. 
Most of the patients on this ward were recumbent and had 
disturbance of consciousness, so they rarely left their beds. 
Accordingly, the nurses mostly checked the patient’s name 
using the name on the bed.

○ Education for newly hired nurses (general in-house education)
•   Group training for newly hired nurses takes place four times 

a month in April and May, once or twice a month from June to 
September, and once every two months from October onward.

•  In April and May, nurses also receive training in practical 
skills, such as basic intravenous injections, how to use pumps, 
and blood transfusion therapy, but there is no training in oral 
medication.

•  A training course on overnight nursing is provided before 
newly hired nurses begin working the night shift. (Checklist 
for newly hired nurses)

•  Newly hired nurses use the general operational checklist used 
throughout the hospital (Nursing Skills Japan) and a checklist 
featuring duties commonly carried out on each ward to check 
which duties they have gained experience in.

•  The first evaluation of the checklists is carried out in the third 
month of employment and the second in the sixth month; the 
new nurse will only work the night shift for the first time after 
the first check has been completed.

•  The “Tube Feeding” section of the checklist for this ward 
merely lists the item “Administering oral medication,” but 
does not provide any information to enable a detailed check 
to be carried out concerning the administration of oral 
medication via a nasogastric tube. Overall, checks concerning 
oral medication were a lot less rigorous than those carried out 
for injection drugs.

•  Newly hired nurses have not necessarily gained experience 
in all of the items on the checklists by the time they start 
working the night shift, but they are generally supposed to 
have gained experience in all of the necessary techniques 
before starting on the night shift.
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•  Newly hired nurses begin working on the night shift in 
August (when they have around five months of professional 
experience) and a larger number of senior nurses than normal 
are rostered onto that shift on the first two nights, to provide 
guidance.

•  On the first night, the new nurses simply watch the senior 
nurses carry out their duties and on the second, they 
themselves carry out the duties in the presence of the more 
senior nurses. They begin working completely independently 
from the third shift.

○ Oral medication (preparation—comparative checks—
injection)
•  On the evening shift, the drugs be taken by each patient 

are first sorted into drug bags for the evening dose and the 
night time dose. Then each nurse gathers together the oral 
medications for the specific patients under his/her care and 
places the bags for the evening doses together on one tray 
and the bags for the night time doses on another. Accordingly, 
when the nurse goes to the bedside of each patient under his/
her care, s/he is carrying all of the oral medications for all of 
the patients under his/her care that evening.

•  When administering drugs, nurses do not take the prescription 
or order sheet to the bedside, but check the drug bag against 
the patient instead.

•  PDA verification can only be used with injection drugs and 
is not available for oral medication. Moreover, the drug 
packages for oral medication are marked with the name of the 
patient and the names of all of the drugs packaged together, so 
even if PDA checks were introduced, there would be no space 
on the packages to print a barcode on them.

•  Oral medication is often administered via the nasogastric tube 
on this ward, so water, the patient’s cup, and a catheter tip 
are placed ready at each patient’s bedside. The primary nurse 
then stirs the drugs together with the water at the bedside and 
administers them via the nasogastric tube. Methods such as 
the simple suspension method are not used.

○ Patients
•  Patient A and Patient B were in separate rooms (six-bed 

rooms) with another room in between them. Patient A’s bed 
was the first bed on the right in his room, while Patient B’s 
was the first bed on the left in his.

•  Patient A was a man in his 70s, while Patient B was a man in 
his 60s. There were similarities in their situations, as both had 
dysarthria and disturbance of consciousness, and both had a 
nasogastric tube.

•  There was an order for Sodium Picosulfate (powder) to be 
administered to Patient A at night, and for Amoban (crushed), 
Lendormin (crushed), Nelbon (crushed), and Levotomin 
powder to be administered to Patient B at night.

•  Patient B, who was being administered several hypnotics, 
had severe insomnia, so his hypnotics were administered well 
before lights-out. Consequently, these drugs were sometimes 
administered at 19:30, even though they were hypnotics.

○ Nurse (person involved)
•  The nurse was assigned to Team A (neurology department) 

and had five months of professional experience.
•  The night of this event was the fourth time that s/he had 

worked the evening shift (the second time that s/he had worked 
it entirely independently); s/he had worked the evening shift 
for the first time about two weeks earlier, gaining experience 
under the guidance of an instructor, and had worked the 
evening shift independently for the first time the day before 
this event.

•  On the day of the event, the nurse was taking care of seven 
patients, two of whom (Patients A and B) had nasogastric 
tubes. As it was only the second time that s/he had worked the 
evening shift independently, the patients had been allocated 
in such a way as to give the nurse a lighter workload than 
would usually be the case.
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•  The ward was quiet, so it was not a complex working 
environment, and the nurse was not feeling particularly 
anxious, even though it was only his/her second time working 
the evening shift independently.

•  Patient A and Patient B were in different rooms and the nurse 
was only tasked with caring for one patient in each room.

•  Where patients were unable to give their own names due 
to dysarthria or disturbance of consciousness, the nurses 
tended to check the name on the bed rather than the patient’s 
wristband.

•  When the nurse was preparing the injection of Sodium 
Picosulfate (laxative) for Patient A, s/he thought that the 
hypnotic that was supposed to be administered to Patient B 
was also a drug for Patients A.

•  The nurse used the patient’s cup at Patient A’s bedside to mix 
the drugs for Patient A and the drugs for Patient B with water 
and then injected this into Patient A’s nasogastric tube. When 
doing so, the nurse did not check the patient’s name on the 
drug bag against the name on the bed.

•  The nurse had injected oral medication via nasogastric tubes 
while working the day shift, so s/he was not unaccustomed 
to this.

○ Pharmaceutical Department
•  Ward pharmacists are deployed on four of the 16 wards. At 

present, they merely provide drug administration guidance 
and do not carry out checks of drugs distributed on the ward 
or medicines brought in at hospitalization.

•  The oral medication to be taken at specific times is packaged 
together, while drugs prescribed on a temporary basis are 
dispensed to the ward still in their PTP sheets, etc. Both 
Patient A and Patient B had been prescribed powdered or 
crushed medication, which was packaged in sachets.

•  Pharmacists believe that more widespread adoption of the 
practice of packaging oral medications together would make 
it easier for nurses to gather, distribute, and administer drugs, 
but some wards and prescribing physicians issue almost all 
of their prescriptions on a temporary basis, and some wards 
are more enthusiastic than others about drugs being packaged 
together when dispensed.

[Improvement measures]

Reported overview of improvement measures 
following adverse event

Findings from the visit

Nurses will not neglect to carry out checks using the point-and-
call method.
Nurses will not neglect to check the patient’s name and drugs.
Nurses will comply with the 6Rs: Right patient, Right route, 
Right time, Right dose, Right drug, and Right purpose.

•  The medical institution had not thought about any 
improvement measures other than those listed on the left at 
the time of reporting this event to the Project, but it took the 
opportunity of the on-site visit to examine the matter again.

•  The medical institution has now switched to using separate 
boxes for each patient’s morning, lunchtime, evening, and 
night time doses, rather than placing the oral medications for 
all of the patients under a particular nurse’s care on a single 
tray. However, this medical institution does not use drug carts 
or the like, so there is the problem of where to keep them. It 
had previously considered purchasing drug carts specifically 
for oral medications, but there was nowhere to store them. 
The medical institution should reconsider this matter.

•  A sticker bearing a picture of a chick is now placed on the 
name badges of newly hired nurses, to make it easier to 
identify them.
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Major opinions following on-site visit

○  Having multiple options for carrying out comparative checks of patients, such as wristbands and names on beds will give rise 
to a variety of combinations, leading to local rules and personal rules, which has the potential to make checks ambiguous. 
Accordingly, it would be wise to decide on a simple and specific method of carrying out comparative checks that is the same 
across all occupations. When doing so, it would also be advisable to decide on how to check the names of patients who cannot 
give their own names. This must be clearly documented as an internal rule.

○  It might be helpful to revise duties relating to oral medications for inpatients, so that pharmacists are involved with this. For 
example, at On-site Visitor A’s medical institution, in addition to providing guidance about oral medication, pharmacists also 
deal with everything from changes to orders for inpatients’ oral medication to distributing the drugs and managing medicines 
brought in at hospitalization.

○  At On-site Visitor B’s medical institution, senior nurses carry out rigorous checks of the administration of oral medication 
by newly hired nurses, even if they are working independently (including the administration of injection drugs), until they 
have fully mastered the relevant techniques. Accordingly, they are not permitted to administer drugs to patients before the 
autumn. That medical institution has created a system in which, during this period, a senior nurse follows newly hired nurses 
on their rounds when drugs need to be administered to patients under their care. However, if newly hired nurses just leave the 
administration of oral medication to senior nurses from the outset and are not involved in the process themselves at all, they 
will be unable to identify which drugs are being administered to the patients, so at the start of the process, the newly hired 
nurse tells the relevant senior nurse the drugs to be taken by the patient and requests that the senior nurse administer them. 
Currently, nurses seem to be more vigilant when administering injection drugs, due in part to the fact that they take effect 
faster. Accordingly, this approach has been adopted to make them understand that oral medications can be equally hazardous, 
as well as to enable them to master the various techniques for each administration route, including oral administration and 
administration via a feeding tube.

○  When people renew their driving licenses, they are shown photographs of traffic accidents, to make them more keenly aware 
that they must be careful while driving. Training for new recruits generally emphasizes the mastery of techniques, but it might 
be wise to provide insights into what can happen to patients in the event of an error.

○  The term “double-check” is bandied about in various situations involving checks at various medical institutions. However, the 
reality is that unless internal rules are prescribed regarding what the term “double-check” actually signifies, responsibility 
becomes dispersed and it can actually end up being a “half check.” The medical institution itself needs to decide on its 
definition of double-check, specifying who checks what and how they do so. Moreover, rather than imposing double-checks 
for everything, it is preferable to use this procedure sparingly, restricting it to things that actually require a comparative check.



With regard to the information carried in this report, as a good citizen and a body involved in work relating to the quality of health care, the Japan 
Council for Quality Health Care (hereinafter referred to as the JCQHC) provides information in good faith and with sound judgment, based on data that 
is as accurate as possible. Moreover, the details carried in this report are based on the data available at the time of compilation, so the ongoing accuracy 
of its content in the future cannot be guaranteed.

Consequently, this information should be utilized at the responsibility of the individual(s) using it, based on their own free will, judgment and choice.

Accordingly, while the JCQHC assumes no responsibility for any activities whatsoever undertaken by users on the basis of the content of this report, it 
does not impose any restrictions on the free will of medical professionals, nor does it impose any obligation or responsibility on them.
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