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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 JCQHC should play a major role 
in this. 

Since 2004 the Division of Adverse Event Prevention has been implementing the Project to Collect Medical 
Near-miss/Adverse Event Information, which gathers information about medical adverse events and medical 
near-miss events, with the aim of preventing medical adverse events and promoting safety in medical care; 
the information gathered about medical adverse events is compiled into quarterly reports, along with the total 
figures for the events and an analysis thereof, and published as regular quarterly reports and annual reports 
available to a wide range of individuals and organizations in society, including medical professionals, the public 
and government bodies, as well as being sent out by fax about once a month as Medical Safety Information. As 
of the end of 2013, we have issued seventy-three 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 2013 Annual Report, which was compiled based on the content of previously 
published quarterly reports. In addition to totals for the year concerning medical near-miss/adverse event 
information, this report carries a large quantity of information that is useful in promoting safety in medical 
care, such as an overview of surveys conducted to ascertain the actual situation on the ground, analyses of 
individual themes, details of Medical Adverse Event Information to Be Shared, and an overview of workshops 
held and materials relating to these; accordingly, we hope that this Annual Report will be of use to those 
working on the front line of medical care, as well as helping the public to gain a deeper understanding of the 
current status of medical safety initiatives in Japan. 

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

In addition, in order to improve the level of medical care in Japan, we at the JCQHC would like to do our utmost 
to improve the quality of medical care and ensure that the 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 2013 Annual Report

Kikuo Nomoto 
Director, Japan Council for Quality Health Care

Nine 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 2013 Annual Report has been created by compiling quarterly reports that have already been published 
in the previous year. The content of this Annual Report has basically been constructed from the content of 
the quarterly reports that have already been published, and includes tabulation based on previously published 
reporting dates; however, the tabulation of medical adverse events according to the date on which an event 
occurred or the occurrence of an event was reported is also included, as is additional data concerning medical 
institutions that are voluntarily participating in the project. Moreover, an enhanced summary of on-site visits 
conducted as part of the “Collection of Follow-Up Information on Medical Adverse Events” initiative is also 
included. Furthermore, this Annual Report also carries an analysis of individual themes, information about 
some cases of the recurrence of events and occurrence of similar events, and a summary of workshops. The 
JCQHC hopes that managers, people in charge of medical safety or the safe use of drugs or medical devices, 
and other healthcare providers at medical institutions will share the information provided in this Annual 
Report, so that it can be of assistance in the promotion of medical safety at individual hospitals.

In the future, the JCQHC will increase its efforts to enhance the content of project quarterly reports, in order to 
contribute to the prevention of medical adverse events and the promotion of medical safety in Japan; as such, 
we greatly appreciate your understanding and cooperation.
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About the Project to Collect Medical Near-miss/Adverse Event Information
Focusing on the Content of the 2013 Annual Report

Shin Ushiro 
Director and Manager, Division of Adverse Event Prevention

Japan Council for Quality Health Care

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

Based on the project plan approved by the JCQHC Board of Directors meeting held in March 2013, the project 
has been run during FY2013 with a core focus on 1) the collection, analysis and provision of medical near-
miss/adverse event information (Quarterly reports, the Annual Report, and Medical Safety Information) and 2) 
training relating to medical safety. Moreover, taking the opportunity offered by the commencement of the new 
reporting system in January 2010, there was continued participation, as well as new participation by registered 
medical institutions; as of the end of 2013, 1,364 institutions were participating, a figure that had risen to 
1,381 at the time of writing. In the future, we will continue to strive to increase the number of registered 
medical institutions and the number of events reported by creating an environment that makes it easier to 
report such events. In conjunction with this quantitative expansion, it is also necessary to achieve qualitative 
improvements, by such means as enhancing the content of the reports, so in addition to holding workshops, the 
JCQHC has made written inquiries about examples of events, as well as implementing on-site visits with the 
cooperation of medical institutions. We would like to 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. Accordingly, we would greatly appreciate your cooperation in this endeavor.

We are hereby pleased to publish our 2013 Annual Report, which summarizes the medical near-miss/adverse 
event information reported between January and December 2013. This annual report mainly covers the 
contents of past quarterly reports; we hope that staff at medical institutions, particularly the staff in charge of 
safety management, will review this report thoroughly and share the parts which are most useful and relevant 
to the actual situation in each individual medical institution.

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

Furthermore, we would like to take this opportunity to provide the following introduction to the Project to 
Collect Medical Near-miss/Adverse Event Information and the current status of related initiatives.
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2. 2013 Project Outline
The project plan for FY2013 was approved at a March 2013 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 FY2013

3. 2013 Annual Report

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

From the 23rd Quarterly Report, diagrams that show the breakdown of the figures for registered medical 
institutions participating in the project have been added, and this Annual Report shows the number of participants 
as of the end of December last year (p.68). These show the number of medical institutions reporting medical 
adverse event information, the number of medical institutions reporting medical near-miss event information, 
and the number of registered medical institutions participating in the project, with any duplications removed. 
As of the end of 2013, the number of medical institutions participating in this project has increased slightly, 
to 1,364 institutions. In addition, these diagrams show the basic data with regard to the status of participation 
in this project, and the information is updated on the website as required, in the List of Participating Medical 
Institutions (http://www.med-safe.jp/contents/register/index.html).

2) Number of Event Reports

Between January and December 2013, the JCQHC received 3,049 reports of medical adverse event information 
(p.72). With regard to the breakdown of these figures, 2,708 events were reported by medical institutions 
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資料４　「研修会」資料

Ｎｏ . １４ あるべき姿Ａ

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

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

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

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

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

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

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

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

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

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

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

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

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

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

＜対策＞
①輸血業務手順の見直し
②病棟内で決められたルールの検討
③血液バッグに氏名のシールを貼ることの検討
④同職種間での口頭指示についての検討（現状の把握及び場合によってはルールの検討）
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subject to reporting requirements, while 341 were reported by voluntarily participating medical institutions. 
These figures are in excess of the number of events reported in 2012, and are the highest figures for any of the 
Annual Reports published to date. Our reporting system was suspended for about two months in 2013, as our 
IT system was revamped to improve information security (further details below), and we had been concerned 
about the impact that this might have, but the increase in the number of events reported allayed our fears in 
this regard. 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 nine years since we began accepting 
reports in October 2004. Many people have pointed out that the environment surrounding medical care is 
becoming ever harsher, so the JCQHC would like to express its heartfelt gratitude to all cooperating medical 
institutions and again encourage them to check the scope of the report described in “I–2-[1]-2 Information 
Reported as Medical Adverse Events” (p.57) and report events appropriately in order to promote medical 
safety in Japan.

Moreover, in January 2010, medical institutions that have chosen to participate began to report on medical 
near-miss information, which is divided into two categories: information about the number of events occurring 
and information about events. It was reported that, as of the end of 2013, 609,082 events occurred from 226,099 
hospital beds (p.96), with information being provided about 29,791 cases from 202,920 hospital beds (p.97). 
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. Compared with 2012, the number of events reported was 
81,027 lower, while the number of events about which information was provided was 1,032 lower. This is 
believed to have resulted from the fact that we were forced to suspend the reporting system (along with the 
rest of our IT system) from July 22 until September 16, so that we could undertake an investigation and make 
the necessary IT system improvements to increase security, following an attempt to gain unauthorized access 
to our servers.

The JCQHC is aware that it is certainly not always easy for any of the registered medical institutions participating 
in the project to identify the fact that an event that falls within the scope of the reporting guidelines has 
occurred, put together the facts of the event without omitting any vital information, analyze the background 
and causal factors, formulate improvement measures, compile all of this information into a form that enables 
it to be reported, and continually submit high-quality reports. However, these institutions can expect many 
positive outcomes, including an increased ability to ascertain and analyze the facts and ability to report them; 
the reports are also useful as reference materials when a unified organizational entity – namely, a medical 
institution – is making decisions about an operating policy that makes medical safety the top priority, as well 
as explaining this to its staff. Moreover, as deliberations regarding the establishment of a medical adverse event 
investigation system (discussed below) progress, it would seem that the ability to identify the facts of cases, 
analyze the background and causal factors, and formulate improvement measures based on an understanding 
of the root causes is needed now more than ever. We believe that this will not only promote medical safety at 
individual medical institutions, but also contribute to raising the overall level of medical safety in Japan, so we 
would like to thank you for your continued participation in this project.

3) Number of Reported Events at Voluntarily Participating Medical Institutions

Having been quite low for many years since the start of the project, compared with the figures for medical 
institutions obliged to submit reports, the number of medical adverse events reported by voluntarily participating 
medical institutions rose to 521 in 2010, an increase of around threefold on the figures reported hitherto. 
However, the number of events has remained below this level since then, with 316 being reported in 2011, 347 
in 2012, and 341 in 2013. The number of voluntarily participating medical institutions had risen to 691 as of the 
end of 2013, from 653 as of the end of 2012; we believe that this demonstrates the willingness of participants to 
cooperate in this project to promote medical safety not only within their own institutions, but also nationwide, 
for which we are very grateful. In addition, after taking the step of participating, it is important to actually 
report relevant events. Looking at the number of reported events for 2013, it would seem that endeavors at this 
level – including those on our part – are still not sufficient. Although it is a voluntary endeavor, we believe that 
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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 medical institutions that are participating voluntarily is 
considerably lower than the number of events reported by medical institutions obliged to submit reports 
appears to indicate a difference in awareness of reporting, and this has been pointed out repeatedly at meetings 
of the project’s Management Committee. Moreover, when asked to give lectures, I always explain this point 
and ask those in attendance to provide their cooperation in this regard. At the same time, I also explain that 
once adequate motivation to report medical adverse event information to an external body develops within 
medical institutions and the medical community as a whole, we will see not only an increase in the number of 
reported events, but also the reporting of high-quality information about such events. In other words, I do not 
believe that anything will be achieved by the state unnecessarily expanding the obligation to submit reports 
or imposing penalties, because of an undue perception that the low number of reported events constitutes 
a problem. At the same time, a similar trend in the number of reported events has been ongoing for some 
time, the number of voluntarily participating medical institutions is on the increase, and it is unlikely that 
an excessive burden has been placed on medical institutions subject to a reporting requirement, from which 
we have received many reports to date. Accordingly, there is a need to consider measures ultimately aimed 
at achieving an increase in the number of reported events by ensuring that all registered medical institutions 
participating in the project independently submit reports.

As described below, in June this year, a bill was passed concerning the establishment of a medical adverse 
event investigation system in Japan, so a new system for constant reporting and analysis of cases involving 
deaths will now be created, ahead of the launch of the new system in October next year. In preparing this 
system, we believe that it will be important for this project to play the role required of it. Until the medical 
adverse event investigation system is launched, we will strive to promote a more widespread understanding of 
the reporting of adverse events and the significance of this project as a system for learning, 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 figures for medical institutions obliged to submit reports and those for medical 
institutions that are participating voluntarily would seem to suggest that, in both types of medical institution, 
the number of events reported does not necessarily reflect the reality of efforts to promote medical safety 
in routine medical care situations, where there is proactive internal reporting of incidents and accidents. 
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

Form of 
Participation Year 2006 2007 2008 2009 2010 2011 2012 2013

Mandatory
Number of Reports 1,296 1,266 1,440 1,895 2,182 2,483 2,535 2,708

Number of Medical 
Institutions 273 273  272  273 272 273 273 274

Voluntary
Number of Reports 155 179 123  169 521 316 347 341

Number of Medical 
Institutions 300 285 272 427 578  609 653 691



- 9 -

4) Individual Theme Analysis

The 9 themes listed below were taken up for analysis in 2013.

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

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

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

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

In addition to this, the introductions to key events taken up in the “Medical Adverse Event Information to Be 
Shared” section of the 17th Quarterly Report have been taken up in the section entitled “Status of Deliberations 
on Individual Themes” from the 18th Quarterly Report onwards, while at the same time, a broader range of 
information has been incorporated. More specifically, rather than just providing an introduction to the events, 
this section now incorporates the background to the events and introductions to information about medical 
safety both within Japan and overseas, and we have provided a suitable volume of information in order to 
position these issues as themes. This section also provides new information. Those of the individual themes in 
the 2013 reports that have been taken up for the first time as a result of these revisions are shown in Table 3.

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

[1]  Events Related to the Designation of Adrenaline Dilutions
[2] Events Related to Reactivation of Hepatitis B after Administration of a Rituximab Preparation
[3] Wrong Side Events in Thoracentesis and Insertion of Thoracostomy Tubes
[4]  Medical Adverse Events Related to Cooperation between Medical Institutions and Dispensing 

Pharmacies
[5] Medical Adverse Events Related to Automated Medication Packaging Machines
[6] Misunderstanding of ABO Blood Type Related to Hematopoietic Stem Cell Transplantation
[7]  Events Involving Unintentional Injury to the Patient’s Skin or Damage to Medical Supplies When 

Using Scissors

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

Each theme review features such information as specific examples, the number of reported events, background 
and factor analysis, an introduction to ordering screens that have caused errors, details of media used to 
notify staff at the hospital in order to prevent recurrence, and a summary of improvement measures to prevent 
recurrence. The following presents examples of theme analysis and typical diagrams showing the results of 
that analysis.
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(1)  Medical Adverse Events Related to Medical Equipment for Blood Purification Therapy 
(Hemodialysis, Hemodiafiltration, Plasmapheresis, etc.) 

Blood purification therapy involves circulating blood outside the body to remove the cause of a 
disease or a related substance from the blood by means of filtration via a semipermeable membrane or 
adsorption onto the surface of a material; it takes the form of either hemofiltration or plasmapheresis. 
Blood purification therapy was originally used for acute and chronic renal failure, but increases in both 
the types of substances that can be removed and the removal options mean that this kind of therapy is 
now used to treat a diverse range of medical conditions, including the failure of organs other than the 
kidneys, multiple organ failure, drug poisoning, and autoimmune diseases. Accordingly, a variety of 
medical personnel are involved, including not only specialist physicians and dialysis room staff, but also 
general internal medicine physicians and inpatient ward staff.

Amid this situation, there have been reports of medical adverse events and near-miss events occurring in 
the provision of blood purification therapy, relating to devices such as the blood circuits used, dialyzers 
and other blood purifiers, and dialysis fluid supply devices. According to a survey conducted by a relevant 
group, around 300,000 patients were on chronic dialysis as of the end of 2011 and patient numbers are 
on the rise, so one can infer from this that the number of patients receiving blood purification therapy 
is also growing. The number of patients receiving this treatment is expected to rise and the diseases 
and clinical conditions of patients receiving blood purification therapy are in themselves high-risk, so 
it is likely that the number of medical adverse events related to such therapy will grow in the future. 
Accordingly, this has been taken up as a theme.

Cases of medical adverse events related to medical equipment for blood purification therapy 
(hemodialysis, hemodiafiltration, plasmapheresis, etc.) have been reported involving vascular access, 
blood circuits, blood purifiers, etc. (dialyzers and filters, etc.), and devices (Table 4).
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Table 4  Occurrence Status of Medical Adverse Events Related to Medical Equipment for Blood 
Purification Therapy (Hemodialysis, Hemodiafiltration, Plasmapheresis, etc.)

Occurrence stage Summary of event
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Wrong site 17 0 0 0 0 1 1 19

Injury/hemorrhage 7 0 0 0 0 3 1 11

Sheath/guide wire left inside 8 0 0 0 0 0 1 9

Other 1 0 0 0 0 0 1 2

D
ur
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m
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t Needle pulled out unintentionally 15 0 1 0 0 0 0 16

Vascular access and circuit became disconnected 4 0 0 0 0 0 0 4

Other 0 0 0 0 0 0 0 0

U
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n 
w
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le Catheter damaged 6 0 0 0 0 0 0 6

Other 1 0 0 0 0 0 0 1

Subtotal 59 0 1 0 0 4 4 68
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Connection loosened or disconnected 4 0 0 0 0 1 0 5

Wrong blood circuit used 1 0 0 0 0 0 0 1

Unintended obstruction or opening of circuit 2 0 0 0 0 0 2 4

Blood circuit defect 0 0 0 0 0 0 0 0

Leakage of blood from blood circuit and entry of 
air 3 0 0 0 0 1 0 4

Other 0 0 0 0 0 0 0 0

Subtotal 10 0 0 0 0 2 2 14
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, fi
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, e
tc

.) Connection loosened or leaked 0 0 0 0 0 0 0 0

Wrong blood purifier, etc. used 0 0 0 0 0 2 0 2

Leakage of blood from blood purifier, etc. 0 0 0 0 0 0 0 0

Instrument defect 1 0 0 0 0 0 0 1

Other 0 0 0 0 0 0 0 0

Subtotal 1 0 0 0 0 2 0 3

A
pp
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at

us
*

Incorrect settings or operation 4 0 0 0 0 8 0 12

Incorrect management or use 0 0 0 1 0 0 0 1

Maintenance/inspection 0 0 0 0 0 0 0 0

Apparatus defect 1 0 0 0 0 1 0 2

Other 0 0 0 0 0 1 0 1

Subtotal 5 0 0 1 0 10 0 16

Total 75 0 1 1 0 18 6 101

*Apparatus refers to dialysis apparatus, hemodiafiltration apparatus, plasma fractionation apparatus, and adsorption apparatus
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(2)  Events Related to Reactivation of Hepatitis B after Administration of a Rituximab 
Preparation

(Genetically-modified) rituximab preparation (product name: RITUXAN Injection 10mg/mL) is a 
monoclonal antibody that binds to CD20 (phosphoprotein), which is a differentiation antigen found on 
the surface of human B-lymphocytes. It is an antineoplastic drug that has the following effects against 
the CD20 antigen: (1) complement-dependent cytotoxicity; and (2) antibody-dependent cell-mediated 
cytotoxicity. As well as being recognized to be effective against CD20-positive, B-cell non-Hodgkin’s 
lymphoma, rituximab is administered before liver and kidney transplant surgery in order to increase 
immunosuppression specific to B-cells. Thus, rituximab is a leading drug used in immunotherapy and 
chemotherapy.

While rituximab is widely used in chemotherapy and to enhance immunosuppression ahead of transplants, 
thereby assisting in the treatment of cancer and transplant patients, it also has the potential to cause 
severe side-effects, including fulminant hepatitis B and the exacerbation of hepatitis, so it is vital to 
ensure that administration is only started under the supervision of a physician with adequate experience 
and knowledge, at a medical institution that can respond appropriately in the event of emergency.

This project has received reports of cases of the reactivation of hepatitis B after administration of 
rituximab; in some, the analysis of the background and causal factors cited the need to develop safer 
measures in relation to the transmission of information between clinical departments and alert systems. 
Thus, although the reactivation of hepatitis B after the administration of rituximab is not a frequent 
event asked individual medical institutions, it would appear to be a sentinel event that serves as an alarm 
call in terms of medical safety, so it has been taken up as a theme for analysis. Moreover, after it was 
previously pointed out that the reactivation of HBV in patients who are HBV carriers can cause severe 
hepatitis when immunosuppression or chemotherapy is carried out, there were cases of severe hepatitis 
due to HBV reactivation when using rituximab or other powerful immunosuppressants in patients who 
tested negative for the HBs antigen, but positive for HBc or HBs antibodies. Accordingly, the MHLW’s 
Study Group for the Standardization of Treatment of Viral Hepatitis Including Cirrhosis and Intractable 
Hepatobiliary Disease Study Group jointly established a working group, which in 2007 compiled 
the Guidelines on Countermeasures against the Onset of Hepatitis B due to Immunosuppression and 
Chemotherapy. In May 2012, the Japan Society of Hepatology published a revised version of these 
guidelines under the title Guidelines for the Management of Hepatitis B Virus Infection (Version 1.1). 
As such, this analysis explains the HPV infection screening and treatment process to be implemented 
when undertaking immunosuppression or chemotherapy, as set out in these guidelines.

Thanks to the compilation of such guidelines, specialist knowledge of the issue of HBV reactivation is 
becoming more widespread in the treatment of liver disease, but one cannot really say that there is adequate 
knowledge of the issue among physicians involved in providing treatment such as immunosuppression 
for the purpose of kidney transplants in patients already infected with HBV, and chemotherapy for blood 
disorders in HBV-positive patients. We believe learning from such cases and the analysis thereof to be 
useful in the safe provision of advanced medical care.
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Figure 2  HBV Infection Screening and Treatment Process (From the Japan Society of Hepatology’s 
Guidelines for the Management of Hepatitis B Virus Infection (Version 1.1))

(3)  Medical Adverse Events Related to Cooperation between Medical Institutions and 
Dispensing Pharmacies

The division of labor between medical institutions and dispensing pharmacies has progressed to the 
extent that most prescriptions issued to outpatients and prescriptions issued to patients being discharged 
from hospital are dispensed at dispensing pharmacies. As the drugs prescribed include high-risk drugs, 
it is vital to prevent medical adverse events resulting from drugs, by ensuring that checks are carried 
out at medical institutions when prescriptions are prepared and that dispensing pharmacies conduct 
prescription audits when dispensing drugs, as well as making appropriate inquiries about prescriptions. 
For the patient, the process from prescription to drug administration is a single uninterrupted flow, but 
in fact, cases have been reported in which errors could not be identified due to differences in personnel 
and systems between the medical institution and the dispensing pharmacy, or in which there was 
insufficient information to be able to detect an error. In the 2011 Annual Report for this project, “Medical 
Adverse Events Related to the Transmission between Facilities of Information” was highlighted as a 
theme for analysis. This showed that information about drugs is not only transmitted between medical 
institutions and dispensing pharmacies, but is also transmitted using various media between facilities, 
between divisions or departments, between clinical departments, and between clinical departments 
and functional divisions or departments. The events reported fell into four categories: (1) failure to 
transmit the information; (2) transmission of incorrect information; (3) disruption of the transmission of 
information; (4) misunderstanding of the transmitted information. Among these reports were two cases 
involving the transmission of information between a medical institution and a dispensing pharmacy: 
an event involving a misunderstanding between the product volume and the active ingredient dosage 
on the prescription, and an event involving a pharmacy dispensing error. In both cases, the medium for 
transmitting the information was a prescription and the content of the prescription was misunderstood 
by the dispensing pharmacy.
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Accordingly, we have decided to analyze information about medical adverse events concerning 
cooperation between medical institutions and dispensing pharmacies, as we continue to receive reports 
of such cases. The medical adverse events reported were cases in which the medical institution prepared 
the correct prescription, but the pharmacy made an error when dispensing the drugs, and cases in which 
the medical institution prepared an incorrect prescription and the pharmacy dispensed the drugs on the 
basis of that prescription. Looking at the combination of the intended prescription and the incorrect 
prescription that resulted in a medical adverse event, the latter in particular involved combinations of 
high-risk drugs in the majority of cases. Of the 29 cases, the majority (20 cases) were cases in which the 
prescription was wrong, but no inquiry was made about it, so the improvement measures reported in 
such cases included the strengthening of cooperation between medical institutions and the dispensing 
pharmacy, and the creation of systems for such cooperation. This suggests that it is vital for medical 
institutions to gain a deeper understanding of the operations of dispensing pharmacies.

As such, to provide all those medical institutions that refer to this Annual Report with an explanation of 
the operations and functions of dispensing pharmacies, as well as an understanding of the information 
required by pharmacies to prevent medical adverse events involving drugs and the importance of 
responding to inquiries about prescriptions, we have drawn up diagrams showing the operational 
processes at dispensing pharmacies from receipt of the prescription through to dispensing, handover of 
drugs, and payment, and the stages involved in an inquiry about a prescription. These are accompanied 
by a commentary. In addition, we have provided specific details of the patient information obtained by 
dispensing pharmacies from prescriptions and patient interviews, which is recorded and stored by those 
pharmacies.

Furthermore, the Project to Collect and Analyze Pharmaceutical Near-Miss Event Information 
appears to offer many useful insights, including the section on “Inquiries about Prescriptions” in the 
“Current Status of Reports” chapter, as well as the results of analysis in the “Pharmaceutical Near-miss 
Events Related to Inquiries about Prescriptions” and the “Pharmaceutical Near-miss Events Related 
to Medication Notebooks and Drug Information Forms” sections of the theme-based analysis. The 
analysis of “Pharmaceutical Near-miss Events Concerning Inquiries about Prescriptions” was another 
round of continuous analysis planned for the same theme included in the 2012 Annual Report, which 
completed the first round of analysis. The subsection “Reasons for the Inquiry” provides the results of 
tabulating the information from the section on “Inquiries about Prescriptions” under the “Current Status 
of Reports” heading and shows that few pharmacies discover errors from the prescription alone, with 
most such errors being discovered on the basis of the patient’s drug history and information disclosed 
during interviews. The figures also show that in many cases, the inquiry about the prescription resulted 
in a change of drug or deletion of the drug from the prescription.
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Figure 3 Dispensing Operations at Dispensing Pharmacies 
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5) Recurrence of Events and Occurrence of Similar Events 

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

In the 2013 Annual Report, the following events have been taken up in regard to the recurrence of events and 
occurrence of similar events.
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Table 5 Content Highlighted in Recurrence of Events and Occurrence of Similar Events

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

[2] Magnetic material (e.g. metal products) taken in the MRI room (Medical Safety Information No.10)
[3]  Medical Adverse Event Information to Be Shared: Events Relating to Bed Side Rails and Handles 

(13th Quarterly Report)
[4] Blood transfusion to wrong patient (Medical Safety Information No.11)
[5]  Medical Adverse Event Information to Be Shared: Medical Adverse Events Relating to the Transfer 

of a Patient from One Bed to Another (13th Quarterly Report)
[6] Burn during use of a hot water bottle (Medical Safety Information No.17)
[7]  Medical Adverse Event Information to Be Shared: Burns (excluding burns sustained during nursing 

care) (9th Quarterly Report)
[8] Tubing (catheter/drain) misconnections (Medical Safety Information No.14)
[9]  Wrong input of units on computerized prescription order entry system (Medical Safety Information 

No.23)

Each of these sections features 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. Each section also provides details of 
recurrent and similar events reported in 2013, as well as figures for the number of such reports received.

Table 6  Content of Recurrent and Similar Events Reported in 2013 and the Number of Reported 
Events (Japanese version)

内容
件数

出典
33回 34回 35回 36回

抗リウマチ剤（メトトレキサート）の過剰投
与に伴う骨髄抑制
抗リウマチ剤（メトトレキサート）の過剰投
与に伴う骨髄抑制（第2報）

1 0 0 1 医療安全情報No.2（平成19年1月）
医療安全情報No.45（平成22年8月)

グリセリン浣腸に伴う直腸穿孔 0 1 0 0 医療安全情報No.3（平成19年2月）

小児の輸液の血管外漏出 1 2 1 0 医療安全情報No.7（平成19年6月）

手術部位の左右の取り違え
手術部位の左右取り違え（第2報） 0 0 0 2 医療安全情報No.8（平成19年7月）

医療安全情報No.50（平成24年1月）

製剤の総量と有効成分の量の間違い 1 1 1 1 医療安全情報No.9（平成19年8月）

MRI検査室への磁性体（金属製品など）の持
ち込み 1 0 1 2 医療安全情報No.10（平成19年9月）

誤った患者への輸血 1 1 0 1 医療安全情報No.11（平成19年10月）

間違ったカテーテル・ドレーンへの接続 0 0 0 1 医療安全情報No.14（平成20年1月）

注射器に準備された薬剤の取り違え 1 2　    ２ 0 医療安全情報No.15（平成20年2月）

湯たんぽ使用時の熱傷 1 1 1 1 医療安全情報No.17（平成19年10月）

未滅菌の医療材料の使用 1 0 1 1 医療安全情報No.19（平成20年6月）

伝達されなかった指示変更 0 1 0 0 医療安全情報No.20（平成20年7月）

化学療法の治療計画の処方間違い 0 0 1 0 医療安全情報No.22（平成20年9月）

処方入力の際の単位間違い 2 1 1 2 医療安全情報No.23（平成20年10月）

小児への薬剤10倍量間違い 2 4 2 3 医療安全情報No.29（平成21年4月）

アレルギーの既往がわかっている薬剤の投与 0 1 0 0 医療安全情報No.30（平成21年5月）

ガベキサートメシル酸塩使用時の血管外漏出
ガベキサートメシル酸塩使用時の血管炎（第2
報）

0 1 0 0 医療安全情報No.33（平成21年8月）
医療安全情報No.77（平成25年4月）

電気メスによる薬剤の引火 0 1 1 0 医療安全情報No.34（平成21年9月）

持参薬の不十分な確認 1 1 0 0 医療安全情報No.39（平成22年2月）

清拭用タオルによる熱傷 0 1 0 0 医療安全情報No.46（平成22年9月）

抜歯部位の取り違え 2 0 3 2 医療安全情報No.47（平成22年10月）

病理診断時の検体取り違え 1 0 2 1 医療安全情報No.53（平成23年4月）

体位変換時の気管・気管切開チューブの偶発
的な抜去 2 2 0 3 医療安全情報No.54（平成23年5月）

ＰＴＰシートの誤飲
ＰＴＰシートの誤飲（第2報） 5 0 3 4 医療安全情報No.57（平成23年8月）

医療安全情報No.82（平成25年9月）

皮下用ポート及びカテーテルの断裂 5 2 2 4 医療安全情報No.58（平成23年9月）

電気メスペンシルの誤った取り扱いによる熱
傷 1 0 0 1 医療安全情報No.59（平成23年10月）

併用禁忌の薬剤の投与 0 0 0 1 医療安全情報No.61（平成23年12月）

患者の体内に植込まれた医療機器の不十分な
確認 1 0 0 0 医療安全情報No.62（平成24年1月）

画像診断報告書の確認不足 1 1 0 2 医療安全情報No.63（平成24年2月）

アレルギーのある食物の提供 0 2 2 1 医療安全情報No.69（平成24年8月）

内容
件数

出典
33回 34回 35回 36回

手術中の光源コードの先端による熱傷 0 0 0 1 医療安全情報No.70（平成24年9月）

病理診断報告書の確認忘れ 3 1 1 2 医療安全情報No.71（平成24年10月）

硬膜外腔に持続注入する薬剤の誤った接続 1 0 0 0 医療安全情報No.72（平成24年11月）

放射線検査での患者取り違え 0 1 0 0 医療安全情報No.73（平成24年12月）

輸液ポンプ等の流量と予定量の入力間違い 0 0 1 0 医療安全情報No.75（平成25年2月）

持参薬を院内の処方に切り替える際の処方間
違い 0 1 0 0 医療安全情報No.78（平成25年5月）

膀胱留置カテーテルによる尿道損傷 0 0 3 1 医療安全情報No.80（平成25年7月）

ベッド操作時のサイドレール等のすき間への
挟み込み 0 0 0 1 医療安全情報No.81（平成25年8月）

移動時のドレーン・チューブ類の偶発的な抜
去 0 0 0 1 医療安全情報No.85（平成25年12月）

グリセリン浣腸に伴い直腸穿孔などをきたし
た事例 0 0 0 1 共有すべき医療事故情報（第3回報告書）

「療養上の世話」において熱傷をきたした事例 2 6 3 3 共有すべき医療事故情報（第5回報告書）

左右を取り違えた事例 0 1 0 3 共有すべき医療事故情報（第8回報告書）

小児の輸液の血管外漏出 0 0 2 0 共有すべき医療事故情報（第8回報告書）

外形の類似による薬剤間違いの事例 1 0 0 0 共有すべき医療事故情報（第9回報告書）

熱傷に関する事例（療養上の世話以外） 3 5 6 8 共有すべき医療事故情報（第9回報告書）

小児への薬剤倍量間違いの事例 0 6 2 0 共有すべき医療事故情報（第10回報告書）

注射器に準備された薬剤の取り違えの事例（名
前の記載あり） 0 2 2 0 共有すべき医療事故情報（第10回報告書）

三方活栓の閉塞や接続ハズレなどの使用に関
する事例 0 1 1 0 共有すべき医療事故情報（第11回報告書）

ベッドなど患者の療養生活で使用されている
用具に関連した事例 2 4 3 5 共有すべき医療事故情報（第11回報告書）

施設管理の事例 4 5 7 7 共有すべき医療事故情報（第11回報告書）

化学療法において腫瘍用薬を非投与日に投与
した事例 0 0 1 0 共有すべき医療事故情報（第11回報告書）

未滅菌の医療材料・器材を使用した事例 0 0 1 0 共有すべき医療事故情報（第11回報告書）

薬剤の注入経路を誤って投与した事例 2 0 0 1 共有すべき医療事故情報（第12回報告書）

アレルギーの既往がわかっている薬剤を投与
した事例 2 0 1 3 共有すべき医療事故情報（第12回報告書）

ベッドからベッドへの患者移動に関連した事
例 2 5 4 3 共有すべき医療事故情報（第13回報告書）

ベッドのサイドレールや手すりに関連した事
例 1 4 4 2 共有すべき医療事故情報（第13回報告書）

口頭で行った患者氏名の確認が不十分であっ
たため、患者を取り違えた事例 0 0 1 0 共有すべき医療事故情報（第13回報告書）

体内にガーゼが残存した事例 8 2 5 8 共有すべき医療事故情報（第14回報告書）
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内容
件数

出典
33回 34回 35回 36回

配薬中の中断業務に関する事例 1 0 0 0 共有すべき医療事故情報（第14回報告書）

シリンジポンプ等の流量設定の桁数間違いに
関連した事例 0 0 0 1 共有すべき医療事故情報（第14回報告書）

病理検体に関連した事例 8 4 6 9 共有すべき医療事故情報（第15回報告書）

眼内レンズに関係した事例 1 0 0 0 共有すべき医療事故情報（第15回報告書）

食物アレルギーに関連した事例 0 2 2 0 共有すべき医療事故情報（第15回報告書）

歯科診療の際の部位間違いに関連した事例 0 0 4 0 共有すべき医療事故情報（第15回報告書）

薬剤の併用禁忌に関連した事例 0 1 0 0 共有すべき医療事故情報（第16回報告書）

希釈して使用する薬剤の量を間違えた事例 0 1 0 0 共有すべき医療事故情報（第16回報告書）

アルチバ（レミフェンタニル）に関連した事
例 0 0 1 0 共有すべき医療事故情報（第17回報告書）

貯血式自己血輸血に関連した事例 0 2 1 0 個別のテーマの検討状況（第18回報告書）

生殖補助医療に関連した事例 0 1 0 1 個別のテーマの検討状況（第19回報告書）

凝固機能の管理にワーファリンカリウムを使
用していた患者の梗塞及び出血の事例 0 0 1 1 個別のテーマの検討状況（第20回報告書）

予防接種ワクチンの管理に関する医療事故 0 1 0 0 個別のテーマの検討状況（第23回報告書）

散剤の薬剤量間違い 2 3 1 0 個別のテーマの検討状況（第24回報告書）

気管内吸引時使用した気管支吸引用カテーテ
ルに関連した医療事故 2 0 0 0 個別のテーマの検討状況（第24回報告書）

画像診断報告書の内容が伝達されなかった事
例 3 1 0 0 個別のテーマの検討状況（第26回報告書）

抗リウマチ目的のmethotrexate製剤を誤って
連日投与した事例 1 0 0 0 個別のテーマの検討状況（第27回報告書）

医薬品添付文書上【禁忌】の疾患や症状の患
者へ薬剤を投与した事例 1 1 1 1 個別のテーマの検討状況（第29回報告書）

臨床化学検査機器の設定間違いに関連した事
例 0 0 1 0 個別のテーマの検討状況（第29回報告書）

膀胱留置カテーテル挿入の際、尿流出を確認
せずにバルーンを膨らませ尿道損傷を起こし
た事例

1 2 0 0 個別のテーマの検討状況（第31回報告書）

血液検査採取時、患者間において採血管を取
り違えた事例 2 1 0 0 個別のテーマの検討状況（第31回報告書）

院内において加工し使用した医療材料や医療
機器に関連した医療事故 1 0 0 1 個別のテーマの検討状況（第32回報告書）

脳脊髄液ドレナージ回路を一時的に閉鎖（ク
ランプ）したが、適切に開放されなかった事
例

0 0 1 0 個別のテーマの検討状況（第32回報告書）

アドレナリンの希釈の呼称に関連した事例 0 0 1 1 個別のテーマの検討状況（第33回報告書）

リツキシマブ製剤投与後のB型肝炎再活性化に
関連した事例 0 0 0 2 個別のテーマの検討状況（第34回報告書）

胸腔穿刺や胸腔ドレーン挿入時に左右を取り
違えた事例 0 0 0 1 個別のテーマの検討状況（第34回報告書）

※共有すべき医療事故情報や、個別テーマの検討状況に計上された事例は、医療安全情報と重複している場合がある。

The most commonly reported recurrent and similar events are shown below. The number of reports of gauze 
left within the body was particularly high. 

Table 7 Most Commonly Reported Recurrent and Similar Events in 2013
Summary Number of events

Events relating to pathology test specimens 27 cases
Facility management 23 cases
Gauze left within the body 23 cases
Burns (excluding burns sustained during nursing care) 22 cases
Events related to beds and other objects used in patient care 14 cases
Events relating to the transfer of a patient from one bed to another 14 cases
Rupture of the subcutaneous port and catheter 13 cases
Accidental ingestion of PTP sheets, Accidental ingestion of PTP sheets (1st Follow-up Report) 12 cases
Administration of 10 times proper dosage to pediatric patients 11 cases
Events relating to bed side rails and handles 11 cases
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The following presents a theme analysis of recurrent and similar events and diagrams showing the typical 
results of that analysis.

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

“Magnetic Material (e.g. Metal Products) Taken in the MRI Room” was highlighted in Medical Safety 
Information No.10, which was issued in September 2007. In addition, as such events had been reported 
during the periods under analysis in those reports, the 2009 Annual Report (p.333-335), 2010 Annual 
Report (p.341-344), and 2011 Annual Report (p.440-444) provided an outline of these events and 
summarized the types of magnetic material taken into the MRI room, the background and causal factors, 
and measures to prevent recurrence in the chapter entitled “Recurrence of Events and Occurrence of 
Similar Events.” As well as oxygen tanks and enamel trays, the magnetic material involved included 
medical devices implanted into the patient’s body whose functions could have been impeded by the 
effects of the magnetic field, such as pacemakers, cochlear implants, and ventricular shunts with a 
variable pressure valve.

Furthermore, there were cases involving hair clips and ankle weights used by medical personnel, 
demonstrating that magnetic material other than that in or on the patient’s body is taken into the MRI 
room on occasion.

As a similar event was reported during the period under analysis in the 33rd Quarterly Report (January 
– March 2013), it was decided to highlight the issue again. In fact, this Annual Report carries details 
of 5 cases (including this one) reported since 2012. Among them are a case in which dentures with a 
magnetic attachment were taken into the MRI room, causing a weakening in the magnetic force, and 
a case in which cleaning equipment taken in by a cleaner working for a company to which the medical 
institution had outsourced its cleaning operations became stuck to the MRI apparatus. Thus, it was 
ascertained that there are cases involving dental implants, and cases in which individuals other than 
patients and medical institution staff have the opportunity to take magnetic material into the MRI 
room, leading to a medical adverse event. This Annual Report carries a photograph of the actual event 
in which cleaning equipment became stuck to the MRI apparatus. This photograph has been kindly 
provided by the medical institution concerned.

Moreover, the 29th to 32nd Quarterly Reports highlighted “Medical Adverse Events Related to MRI 
Examinations” as a theme for analysis, so the figures for the types of magnetic material/metal taken into 
the MRI room are shown for both medical adverse events and medical near-miss events. Thus, rather 
than simply citing the results of past analyses, this Annual Report reproduces the results in full, making 
it easier to obtain key information.
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Figure 4 Event Involving an Item of Cleaning Equipment That Became Stuck to the MRI Apparatus

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

Medical adverse events related to bed side rails and handles were reported during the period under 
analysis in the 13th Quarterly Report (January – March 2008), which was published in June 2008, so 
they were highlighted in a Medical Adverse Event Information to Be Shared bulletin. Similar events 
were reported in the period under analysis in the 26th Quarterly Report (April – June 2011), so the 2011 
Annual Report (p.445-449) provided an outline of the events and summarized the background and 
causal factors, and measures to prevent recurrence in the chapter entitled “Recurrence of Events and 
Occurrence of Similar Events.” In addition, this chapter highlighted the Medical and Nursing Safety 
Information bulletin entitled “The Safe Use of Bed Rails – Preventing Patients Falling Out of Bed,” 
which was compiled by the Japanese Nursing Association to warn nurses about medical adverse events 
in which patients fell out of bed when the bed rail swung outwards.

As a similar event was reported during the period under analysis in the 33rd Quarterly Report (January 
– March 2013), it was decided to highlight the issue again. To examine the relationship between bed 
structure and medical adverse events in even greater depth, with reference to past events, medical 
adverse events of this nature have been categorized and analyzed according to structure that creates the 
gap (for example, a gap between the side rail and the bed board, a gap between one side rail and another, 
and the space between the side rails). Specific cases are also outlined.

As well as the warnings provided by this project to date, administrative bodies and relevant groups 
have also repeatedly warned of medical adverse events of this nature, so a summary of these warnings 
is provided. Thus, there is considerable concern about the occurrence of severe medical adverse events 
stemming from the structure of an item of equipment so fundamental to the treatment and convalescence 
of patients while admitted to hospital. At the same time, this is believed to be a sign of the difficulty 
of preventing medical adverse events of this nature. Looking at specific events individually, there are 
cases that would appear to have been preventable, so it is vital for relevant personnel to keep tenaciously 
working together to take the appropriate steps to prevent medical adverse events.
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Figure 5 Medical/Nursing Care Bed Safety Checklist
(Extract from the Appendix to the Notice Issued by the MHLW and METI, Dated June 6, 2012)

4.  Medical Safety Information ~ Number of Facilities Receiving Information by Fax 
has Increased to 5,348 ~

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 2013 issue of Medical Safety Information marked the eighth year of this initiative, and 91 
Medical Safety Information bulletins had already been published at the time of writing. In regard to hospitals 
that do not accept faxes, although we always accept new requests for information to be sent by fax, at the end 
of 2011, in order to ensure that as many hospitals as possible receive Medical Safety Information, the Division 
of Adverse Event Prevention contacted hospitals not currently receiving this information to find out their 
preferences concerning receipt by fax. 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 reaching 5,348, covering approximately 60% 
of all hospitals nationwide.

近年 医療 介護ベッドのサイドレ ルやベッド用グリ近年、医療・介護ベッドのサイドレールやベッド用グリ
事故の多くは利用者の首や手足がサイドレール等の

です。これらの事故の多くは、利用者の身体状況や使
あるかどうかの確認と正しい使い方によって未然に防
このたび「医療・介護ベッド安全普及協議会」では、サ

めに、「医療・介護ベッド安全点検チェック表」を作成い
利用の際には、このチェック表で点検項目を確認し、必

事 事例 応策を紹介 「 療

サイドレールは、ベッド
で寝ている人の転落や寝
具の落下を予防するため

サイドレール

また、事故事例とその対応策を紹介した動画「医療
できますので、合わせてご利用下さい。

具の落下を予防するため
の製品です。

・すき間を埋める対応品（スペーサー、サイドレールカバー等）の
・製品事故の未然防止のため、安全対策が強化された２００９年
ことも一つの方法です。

発作 病状 症状などにより 自分の体を支えられずサイドレ

特にご注意いただきたい方

・発作、病状、症状などにより、自分の体を支えられずサイドレー
・自力で危険な状態から回避することができないと思われる方
・認知機能障害などにより、ベッド上で予測できない行動をとると
・片マヒなどの障害などにより、体位を自分で保持できない方

挟み込み事故予防の観点から、ベッドの利用開始前に、ベッドや
の状態や 利用環境から 挟み込み事故の危険性がある場合は

留 意 事 項

協議会会員 お問い合わせ

の状態や、利用環境から、挟み込み事故の危険性がある場合は
・クッション材や毛布などですき間を埋める
・すき間を埋める対応品を使用する（対応品の内容については
・サイドレール等の全体をカバーや毛布で覆う
・危険な状態になっていないか、定期的にベッド利用者の目視確

●製品や対応品に関するお問合せは、各メーカーにお願いします。

協議 員 問 わ

アイシン精機株式会社 0566-24-888

シーホネンス株式会社 0120-20-100

パラマウントベッド株式会社 0120-36-480

株式会社プラッツ 0120-77-343

フランスベッド株式会社 0120-39-282

医療・介護ベッド安全普及協議会 【ホームページ】http://
ホームページではベッドを正しく安全にご利用いただ

フランスベッド株式会社 0120 39 282

株式会社モルテン 03-3625-851

株式会社ランダルコーポレーション 048-475-366

リップによる死亡事故等が報告されています

（別添１）

リップによる死亡事故等が報告されています。
のすき間や、内部の空間に入り込んだことによるもの
使用状況によると思われるものであり、危険な部分が
防ぐことができます。
サイドレール等による事故を未然防止していただくた
いたしました。医療・介護ベッドでサイドレール等をご
必要に応じて対応を行ってください。
介護 ド 潜 危険 も ジ が

ベッド用グリップは、ベッド
上での起きあがりやベッドか
らのたちあがりなどの動作を

ベッド用グリップ

・介護ベッドに潜む危険」もホームページで見ることが

補助するための製品です。

のご利用は、各メーカーにお問合せください。
年改正の新ＪＩＳ規格が要求する寸法を満たす製品を使用する

ル等に倒れ込む可能性のある方ール等に倒れ込む可能性のある方

と思われる方

やサイドレール等におけるすき間を確認し、ベッド利用者の心身
は 以下の対応を行ってください

せ先 ホームページ

は、以下の対応を行ってください。

は各メーカーにご相談ください）

確認を行う

先

82 http://www.aisin.co.jp/product/welfare/index.html

01 http://www.seahonence.co.jp/

03 http://www.paramount.co.jp/

33 http://www.platz-ltd.co.jp/

24 http://www.francebed.co.jp/

/www.bed-anzen.org 【お問い合わせ先】03-3648-5510
だくための「動画」や「パンフレット」を掲載しています。

24 http://www.francebed.co.jp/

10 http://www.molten.co.jp/health

62 http://www.lundal.co.jp

氏 名

医療・介護ベッド

※チェック項目ごとに危険がないか確
※チェック項目が該当しない、もしく

チェック項目

チェック項目

①ボードとサイドレール等の間に首を挟み
込みそうなすき間はありませんか？

（首の挟み込みに対して、より安全であるための
すき間寸法の目安は、直径6cmの物が入り込ま
ないこと、もしくは23.5cm以上です。）

≪事故事例≫
無理な体勢で
ヘッドボードと
まった。

《《対応方法例対応方法例》》《《対応方法例対応方法例》》
●ベッド周りを整

配慮しましょ

●ボードとサイ
入れて埋めま

●新ＪＩＳ規格が
換しましょう。

②サイドレ ルとサイドレ ル等の間に首を ≪事故事例≫②サイドレールとサイドレール等の間に首を
挟み込みそうなすき間はありませんか？

（首の挟み込みに対して、より安全であるための
すき間寸法の目安は、直径6cmの物が入り込ま
ないこと、もしくは23.5cm以上です。）

≪事故事例≫

ベッドの背中を
者がバランスを
挟み込んでし

《《対応方法例対応方法例》》
●利用者から目

戻しましょう戻しましょう

●すき間を埋め

●新ＪＩＳ規格が
換しましょう。

③サイドレール等に頭を閉じ込みそうな
空間はありませんか？

≪事故事例≫
ベッドから起き空間はありませんか？

（頭の閉じ込みに対して、より安全であるための
目安は、直径12cmの物が通らないことです。）

内の空間に頭

《《対応方法例対応方法例》》
●カバーで覆わ
に応じて利用

●すき間が小さ
う。

④利用者の状態を確認しながら、ベッド
の操作を行っていますか？

≪事故事例≫

利用者の手や
介護する方が

《《対応方法例対応方法例》》
●ベッドを操作操
用者の状態を
ている場所と
必要です。）

●カバーで覆わ
に応じて利用

※すき間を埋める対応品、カバーで覆われたサ

記入日： 年 月 日

ド安全チェック表

確認し、必要に応じて対応を行ってください。
は対応したら☑ を入れましょう。

チェック欄事故事例と対応方法例

≫
でベッドの下にある物を取ろうとした時に、
サイドレールのすき間に首を挟み込んでし

》》》》
整理整頓し、利用者が身を乗り出さないように

ょう。

イドレール等のすき間をクッション材や毛布等を
ましょう。

が要求する寸法を満たすサイドレール等に交
。

≫≫

を上げた状態で、目を離している間に利用
を崩し、２本のサイドレールのすき間に首を
まった。

》》
目を離す際は、ベッドの背中を必ずフラットに
。。

める対応品を利用しましょう。

が要求する寸法を満たすサイドレール等に交
。

≫
き上がる際にバランスを崩し、サイドレール
頭が入り込んでしまった。

》》
われたサイドレール等や後付けカバーを必要
用しましょう。

さく、より安全なサイドレール等に交換しましょ

≫

や足がサイドレールの中に入っている状態で、
がベッド操作をし、手や足を挟んでしまった。

》》
作する前と、操作中最低１度は動作を止めて利す 、操 最 度 動
を確認しましょう。（※看護・介護する方が立っ
と反対側は、布団などの死角となり特に注意が

われたサイドレール等や後付けカバーを必要
用しましょう。

サイドレール等や後付カバーは各メーカーにお問い合わせ下さい。
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Table 8   Number of Medical Institutions Receiving Medical Safety Information and Breakdown 
Thereof

Medical Institution Number of Institutions
(1) Registered medical institutions 1,378 

Clinics 103 

Hospitals 1,275 

(2) Bodies other than registered medical institutions 3,970

Total ((1)+(2)) 5,348

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

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

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 2013, we made 130 requests to medical institutions, asking them to provide documentation and other 
follow-up information concerning medical adverse events, and received 123 responses. Moreover, we asked 
5 medical institutions to permit us to carry out on-site surveys regarding 7 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.103-127, 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 in the 2012 
Annual Report, we compared the outline of the reported event against the main findings from the visit, as 
shown in Figure 6. We have adopted this approach again for this Annual Report and hope that you will find it 
useful. The specific summaries of events that were the focus of on-site visits are as follows.
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Figure 6  Page Composition of the Overview of 
On-site Surveys

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

Table 9 Summary of Events on Which On-site Visits Focused

Summary of Events on Which On-site Visits Focused Page

GE0250001 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 103-106

GE0250002
Event in which the physician ordered a “twofold dilution of Bosmin,” intending to administer a 
1:200,000 dilution as adrenaline, but the nurse interpreted the order to mean a twofold dilution 
of Bosmin Solution, resulting in the administration of a high concentration of the drug solution

107-109

GE0250003 Event in which the patient’s feeding tube was left clamped after an insulin injection, causing 
hypoglycemia 110-111

GE0250004
Event in which the blood product for a patient other than the one who was to receive a blood 
transfusion was handed over and a blood transfusion administered, even though there was no 
order for this

112-116

GE0250005 Event in which the patient’s medicines brought in at hospitalization were not adequately checked 
and the Bayaspirin that was meant to be continued was not administered 117-120

GE0250006
Event in which a blood product that had been entered on the system as needing to be started as 
soon as it arrived was stored in the cool box, resulting of the blood product for a different patient 
being taken out of the cool box and used in a blood transfusion

121-124

GE0250007
Event in which the physician ordered the wrong dilution of Vancomycin to be administered to a 
pediatric patient admitted to NICU, resulting in the nurse preparing and administering 10 times 
the intended dosage

125-127

　○・・・・・・・・・・・・・・・・・
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Objectives of 
the onsite visit
Attendees from 
the medical institution

Main findings from the visit

　○・・・・・・・・・・・・・・・・
     ・・・・・・・・・・・・・・・・・
　○・・・・・・・・・・・・・・・・・

　○・・・・・・・・・・・・・・・・・・・
     ・・・・・・・・・・・・・・・・・・
     ・・・・・・・・・・・・・・・・
　○・・・・・・・・・・・・・・・・・
     ・・・・・・・・・・・・・・・・・・・・
     ・・・・・・・・・・・・・・・・・・・・
     ・・・・・・・・・・・・・・・・・
     ・・・・・・・・・・・・・・・・・・・・
　○・・・・・・・・・・・・・・・・・・・
     ・・・・・・・・・・・・・・・・・・・
     ・・・・・・・・・・・・・・・・・・・

・・・・・・・・・・・・・・・・

Event number

Outline of reported event

[Objective of the treatment provided]
　○・・・・・・・・・・・・・・・

[Nature of event]
　○・・・・・・・・・・・・・・・・
     ・・・・・・・・・・・・・・・・
　○・・・・・・・・・・・・・・・・・
    ・・・・・・・・・・・・・・・・

Comparison

　○・・・・・・・・・・・・・・・・・・・

　○・・・・・・・・・・・・・
     ・・・・・・・・・・・・・・・・

　　・・・・・・・・・・・・・・・・・

　○・・・・・・・・・・・・・・・・・
　　・・・・・・・・・・・・・・・・・
　○・・・・・・・・・・・・・・・・・・・・
　　・・・・・・・・・・・・・・・・

　○・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・
　○・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・
　　・・・・・・・・・・・・・・・・・・・・・・・・
　○・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・・

 
○・・・・・・・・・・・・・・・・
 ○・・・・・・・・・・・・

 
○・・・・・・・・・・・・・・・・
 ○・・・・・・・・・・・・・・・

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

6. Medical Adverse Event/Near-miss Event Search Function (Only Japanese)
Clicking on the “Published Data Search” button on the website for this project brings up the following screen 
(Figure 7). Medical adverse event information and medical near-miss information can be perused on this 
page. Moreover, as shown at the bottom of the diagram, 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.

This function has been developed in response to the numerous requests we have received from the medical 
institutions and researchers participating in this project, 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 12,201 medical adverse events and 30,148 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 items relating to the provision of medical care and that reporting 
will become better established as the outcomes of this become more perceptible, thereby creating a virtuous 
circle of further improvements in medical safety and becoming firmly established as an important function not 
only in the medical community, but also in Japanese society as a whole.

Figure 7 Page for Perusing Medical Adverse Events/Near-miss Events

Input keyword

Download button for each file format

Select summary 
of event
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7.   Pharmaceutical Company Warnings Concerning Drugs with Similar Names Based 
on This Project’s Database of Reported Events

Previous 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 (2011 Annual Report, p.16-19). This practice appears to 
have become particularly noticeable of late. In October last year, a similar warning was provided regarding 
Seroquel (generic name: quetiapine fumarate), an antipsychotic agent, and Cerocral (generic name: ifenprodil 
tartrate), a cerebral metabolic activator (2012 Annual Report, p.28-29). In addition, in April 2013, warnings 
were issued regarding Excegran, Excemide, and Excelase; and regarding Norvasc and Nolvadex. The following 
provides an overview of these warnings.

1) Warning to prevent mix-up between Excegran, Excemide, and Excelase

In April 2013, a warning was issued concerning the anticonvulsants Excegran (generic name: zonisamide) 
and Excemide (generic name: zonisamide), and the enzyme preparation Excelase (generic name: sanactase M, 
meicelase, proctase, olipase-2S, and pancreatic digestive enzyme TA).

A document issued in the names of the pharmaceutical companies concerned explained this fact to medical 
professionals and cited cases involving the mix-up of Excegran and Excelase, and Excegran and Excemide from 
this project’s event search system (see p.23 “6. Medical Adverse Event/Near-miss Event Search Function”). 

Figure 8   Request for Caution Regarding Drugs with Similar Brand Names (Dainippon Sumitomo 
Pharma Co., Ltd., Kyowa Pharmaceutical Industry Co., Ltd., Meiji Seika Pharma Co., Ltd., 
April 2013) 
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2) Warnings to prevent drug mix-up between Norvasc and Nolvadex

Also in April 2013, a similar warning was given concerning Norvasc, an antihypertensive and antianginal 
drug that is also used as a long-acting calcium channel blocker, and Nolvadex, an anticancer drug used to treat 
breast cancer.

A document issued in the name of the pharmaceutical company concerned explained this fact to medical 
professionals and cited a case from this project’s event search system (see p.23 “6. Medical Adverse Event/
Near-miss Event Search Function”), stemming from a prescription error when using the ordering system at 
a medical institution at which Norvasc was not in the drug formulary. In this particular case, Nolvadex was 
selected on the ordering system in error and actually prescribed when intending to prescribe Norvasc, which 
was one of the patient’s current medications. The warning included the summary of event, the background and 
causal factors, and the improvement measures recorded in the database.
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Figure 9   Request for Caution Regarding Prescription Errors and Drug Mix-up between Norvasc R 
and Nolvadex R (Pfizer Japan Inc., April 2013) 

  

We believe that using the output from this project in this way to achieve improvements that will lead to the 
provision of safe medical care to the populace by increasing the safety of clinical practice is entirely appropriate 
and fully in keeping with the purpose of this project, so we greatly appreciate this endeavor.

8. Functions added to the website 
Last year, buttons for (1) [Analysis Themes] and (2) [Recurrence of Events and Occurrence of Similar Events] 
were added to the homepage for this project (Figure 10).
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Figure 10 Project Website 

 
 
①のボタンをクリックすると、第１～３７回報告書で取り上げた分析テーマについて、テーマの
タイトルと該当するページのＰＤＦファイルを閲覧することができます。 
 

 
 
 

(1) [Analysis Themes] button

図１１ 分析テーマのページ 

該当ページの PDF ファイル 

第 3７回報告書 
分析テーマ 

第 3６回報告書 
分析テーマ 

第 3５回報告書 
分析テーマ 

PDF files for corresponding pages 

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

Analysis themes in 
the 37th Quarterly Report

Analysis themes in 
the 36th Quarterly Report

Analysis themes in 
the 35th Quarterly Report

Clicking on button (1) enables the user to browse PDF files of pages that correspond to the titles of themes 
highlighted in the “Analysis Themes” section of the 1st-37th Quarterly Reports. 

Figure 11 Analysis Themes Page

 

 
 
①のボタンをクリックすると、第１～３７回報告書で取り上げた分析テーマについて、テーマの
タイトルと該当するページのＰＤＦファイルを閲覧することができます。 
 

 
 
 

(1) [Analysis Themes] button

図１１ 分析テーマのページ 

該当ページの PDF ファイル 

第 3７回報告書 
分析テーマ 

第 3６回報告書 
分析テーマ 

第 3５回報告書 
分析テーマ 

PDF files for corresponding pages 

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

Analysis themes in 
the 37th Quarterly Report

Analysis themes in 
the 36th Quarterly Report

Analysis themes in 
the 35th Quarterly Report
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The following is a list of the themes that have featured in the 25th-37th Quarterly Reports since this project 
began. 

Table 10 Analysis Themes Highlighted in the 25th-37th Quarterly Reports

Year Quarterly 
Report

Cumulative 
Number Title

2014 37th

154 Medical Adverse Events Related to Nurses and Junior 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 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

2012

32nd

138 Medical Adverse Events Related to MRI Examinations

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

136 Events in Which the Cerebrospinal Fluid Drainage Circuit was Temporarily Closed (Clamped) 
but Not Reopened Properly

135 Medical Adverse Events Related to Medical Supplies or Equipment Modified and Used at a 
Hospital

31st

134 Medical Adverse Events Related to MRI Examinations

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

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

131 Events Involving Use of Another Patient’s Blood Collection Tube When Taking Blood 
Samples

30th

130 Medical Adverse Events Related to MRI Examinations
129 Medical Adverse Events Related to Self-administered Drugs

128
Events Involving Prescription of a Different Drug When Searching by the First Three 
Japanese Syllables of the Drug Name, Following Failure to Notice That the Patient’s Medicine 
Brought in at Hospitalization is Not Used at the Hospital

127 Events Involving Use of a Wrongly Assembled Manual Resuscitator
126 Events in Which the Effects of the Great East Japan Earthquake Were a Contributing Factor

29th

125 Medical Adverse Events Related to MRI Examinations
124 Medical Adverse Events Related to Self-administered Drugs

123 Events Involving Administration of a Drug to a Patient with a Complaint or Symptoms Listed 
under [Contraindications] on the Drug Package Insert

122 Events Related to Mistakes in the Settings of Clinical Chemistry Test Equipment
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2011

28th

121 Medical Adverse Events Related to Clinical Handover Between Facilities, etc. of Information 
Concerning Drugs

120 Medical Adverse Events Related to Self-administered Drugs

119 Medical Adverse Events Involving Intravenous Injection of Drugs Meant for Continuous 
Infusion into the Epidural Space in Post-operative Patients

118 Medical Adverse Events Involving Mistakes in the Insulin Unit by a Resident When Preparing 
and Administering Insulin to Patients

27th

117 Medical Adverse Events Related to Clinical Handover Between Facilities, etc. of Information 
Concerning Drugs

116 Medical Adverse Events Related to Self-administered Drugs
115 Medical Adverse Events Related to Dilution of Drugs in the NICU

114 Medical Adverse Events Involving Accidental Administration of Methotrexate Preparation as 
an Antirheumatic on Consecutive Days

26th

113 Medical Adverse Events Related to Clinical Handover Between Facilities, etc. of Information 
Concerning Drugs

112 Medical Adverse Events Related to Meals

111 Medical Adverse Events Involving Failure to Communicate the Content of the Diagnostic 
Imaging Report

110 Medical Adverse Events Due to the Screen Display of Search Results When Prescribing Drugs

25th

109 Medical Adverse Events Related to Clinical Handover Between Facilities, etc. of Information 
Concerning Drugs

108 Medical Adverse Events Related to Meals

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

106 Medical Adverse Events Involving Errors in Drug Orders During Admission to the Intensive 
Care Unit (ICU)

Clicking next on button (2) enables the user to browse PDF files of pages that correspond to the titles of themes 
highlighted in the “Recurrence of Events and Occurrence of Similar Events” section of the 18th-37th Quarterly 
Reports. 

Figure 12 Recurrence of Events and Occurrence of Similar Events Page

 

 

図１２ 再発・類似事例の発生状況のページ 

PDF files for 
corresponding pages

37th Quarterly Report 
Recurrence of Events and 

Occurrence of Similar Events

36th Quarterly Report 
Recurrence of Events and 

Occurrence of Similar Events

35th Quarterly Report 
Recurrence of Events and 

Occurrence of Similar Events
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The following lists the matters featured in the “Recurrence of Events and Occurrence of Similar Events” 
section, which first appeared in the 25th Quarterly Report. 

Table 11  List of Matters Highlighted in the “Recurrence of Events and Occurrence of Similar 
Events” Section in the 25th-37th Quarterly Reports

Year Quarterly 
Report

Cumulative 
Number Title

2014 37th
66 Medical Adverse Event Information to Be Shared: Transfusion leakage in pediatric patients 

(Medical Safety Information No.7)
65 Surgical fire due to the flammable by electrocautery (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)

2012

32nd
55 Burn caused by a bed-bath towel (Medical Safety Information No.46)
54 Contraindicated Combined Administration of Drugs (Medical Safety Information No.61)

31st

53 Rectal perforation associated with glycerin enema (Medical Safety Information No.3)
52 Failure to check of infusion pump flow (Medical Safety Information No.13)

51 Medical Adverse Event Information to Be Shared: Medical Adverse Events Relating to the 
Transfer of a Patient from One Bed to Another (13th Quarterly Report)

30th
50 Extravascular leakage of gabexate mesilate (Medical Safety Information No.33)
49 Mix-up of the tooth extraction site (Medical Safety Information No.47)

29th
48 Drug mix-up (Medical Safety Information No.4)
47 Use of unsterile medical supplies (Medical Safety Information No.19)て
46 Rupture of the subcutaneous port and catheter (Medical Safety Information No.58)

2011

28th

45 Burn during assisted bathing (Medical Safety Information No.5)

44 Failure to release “standby” mode when resuming ventilation (Medical Safety Information 
No.37)

43 Accidental ingestion of PTP sheets (Medical Safety Information No.57)

27th

42 Surgical fire due to the flammable by electrocautery (Medical Safety Information No.34)

41 Medical Adverse Event Information to Be Shared: Facility Management (11th Quarterly 
Report)

40 Medical Adverse Event Information to Be Shared: Event Relating to Intraocular Lenses (15th 
Quarterly Report)

26th

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

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

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

25th

36 Drug mix-up (Medical Safety Information No.4)
35 Blood transfusion to wrong patient (Medical Safety Information No.11)
34 Extravascular leakage of gabexate mesilate (Medical Safety Information No.33)
33 Burn caused by a bed-bath towel (Medical Safety Information No.46)
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9. Status of Access to Information Provided on the Website 
In July 2010, we began to implement a division of roles between the Quarterly Reports and the website for this 
project, and increased the quantity of information published on the web. As a result, including information that 
was already published there, the website currently includes such sections as the List of Voluntarily Participating 
Medical Institutions, the Published Data Search function, Medical Safety Information, Quarterly and Annual 
Reports, and Relevant Documents (such as guides concerning how to register to participate and how to use the 
reports of events, themes in the information about events, and examples of the use of the event search system). 
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 12 Survey Items Relating to the Number of Times Information has Been Accessed

Item Content of Information Provided

1)  Published Data Search
Reports concerning medical adverse event information and medical 
near-miss information can be 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. Firstly, it should be noted that 
the number of times information was accessed inevitably declined, because the reporting and viewing systems 
were suspended for about two months between July and September 2013. In addition, it should be noted that 
the figure for 2009 only includes six months’ worth of data, while figures for the number of published data 
searches are only available from mid-July 2010.

Nevertheless, there was an increase in number of times that the Published Data Search was accessed. 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. On the other 
hand, there was a fall of about 35% in the number of times that Medical Safety Information was accessed. 
When we investigated the reasons for this, we discovered that as well as the visits that we can identify using 
existing counting methods, there also visits by people who access the latest Medical Safety Information via 
direct links to the PDFs in the Latest Information column, and by people who do not access the site via the 
top page because they have bookmarked the Medical Safety Information page in the Favorites section of their 
web browser. Accordingly, one must bear in mind the possibility that this information is being frequently 
used via these methods. As such, we decided to tabulate figures that take such access methods into account 
and compared the number of times that Medical Safety Information bulletins from January to December in 
each year were accessed, by the year of their publication. This showed a year-on-year increase, as can be 
seen in Figure 14. The number of times that Quarterly and Annual Reports were accessed declined by about 
25%, which is thought to be in line with the scale of the impact of the system stoppage. The Quarterly and 
Annual Reports contain a large volume of information, so we are taking steps to increase awareness of this 
introductory section in particular, as well as distributing it as reference material when we give lectures.
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We imagine that medical institutions give priority to addressing routine 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 13  Published Data Search, Medical Safety Information, and Quarterly and Annual Report 
Page Access Frequency by Year

2009 2010 2011 2012 2013Note 3

Published Data 
Search

— 17,501 Note 2  36,826 Note 2  31,846 34,930

Medical Safety 
Information

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

Quarterly and 
Annual Reports

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

Total 61,742 118,873 144,171 147,188 113,853
Average 30,871 39,624 48,057 49,063 37,951

Average number of 
times accessed per 

month
5,145 9,906 12,014  12,266 9,488

*In the case of the average values, figures after the decimal point have been rounded up
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 13  Published Data Search, Medical Safety Information, and Quarterly and Annual Report 
Page Access Frequency by Year
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Figure 14   Access Frequency for Each Year’s Medical Safety Information (January – December), by 
Year of Publication 
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2) Medical Safety Information Access Frequency

Research was carried out to ascertain how many times each of the issues of Medical Safety Information (from 
No.1 to No.85) was accessed during the three years from January 1, 2010 to December 31, 2013, which is the 
period for which these data are available. Table 14 shows which issues of Medical Safety Information were 
accessed the most during that period. Under normal circumstances, access frequency increases over the course 
of the month of publication and the following month, and then gradually declines from the third month after 
publication. Consequently, it is necessary to bear in mind such matters as (1) the fact that the number of times 
that Medical Safety Information published outside the period studied (that is to say, issues published up to and 
including December 2009) was accessed (viewed) during its month of publication and immediately thereafter 
is not recorded, so the figures are lower than the actual total; (2) the fact that although the survey focused on 
a two-year period, the collection period differs according to the month and year of publication; and (3) the 
fact that, as shown in Figure 14, 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 perused 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 in 2012 was Medical Safety Information 
No.79 “Medical Safety Information released from 2006 to 2011” (Figure 15). Looking at the figures for 2010-
2013, the issue that was accessed the most during that period was Medical Safety Information No.48 “Failure 
to check oxygen remaining”.

It was not necessarily the case that the issues accessed the most were the ones which were available for 
the longest, having been published at the beginning of the survey period, and it would appear that some 
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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 20XX” (★), and those termed “1st Follow-up Report” (★), which repeat 
the information published previously.

Table 14 Medical Safety Information Accessed the Most

1) 2013
Number of Times 

Accessed
★ No.79 Medical Safety Information released from 2006 to 2011 143,202

No.75 Total Dose Wrongly Entered as Flow Rate in Infusion Pump, etc. 107,934 

No.78 Wrong Quantity Prescribed When Switching from Medicines Brought in at 
Hospitalization to Internal Prescriptions 106,993

No.74 Wrongly Assembled Manual Resuscitator 95,517 
☆ No.77 Vasculitis due to administration of gabexate mesilate (1st Follow-up Report) 94,679 

No.82 Accidental ingestion of PTP sheets (1st Follow-up Report) 88,345 

No.76 Medical Safety Information released in 2012 79,648 

No.84 Insufficient confirmation of incorrect prescription 77,752

No.83 Failure to Reopen All Clamps on a Cerebrospinal Fluid Drainage Circuit 64,910

No.80 Urethral Damage Caused by an Indwelling Bladder Catheter 51,080

2) Totals for 2010-2013
Number of Times 

Accessed
★ No.79 Medical Safety Information released from 2006 to 2011 143,202

No.48 Failure to check oxygen remaining 135,861 
☆ No.68 Drug mix-up (1st Follow-up Report) 131,750 

No.57 Accidental ingestion of PTP sheets 131,287

No.51 Insufficient knowledge of the administration status for warfarin potassium and blood 
coagulability 123,091

No.67 Medical Safety Information released from 2006 to 2010 118,218 

No.65 Wrong Pick-up of Drug Set Out on the Emergency Cart 116,371

No.55 Medical Safety Information released from 2006 to 2009 113,458 

No.54 Accidental removal of the endotracheal/tracheostomy tube when changing positions 112,455 
☆ No.66 Misconception of insulin content (1st Follow-up Report) 112,344 

	 *Survey focused on the period encompassing the months when 48 issues – Medical Safety Information No.38 to No.85 – were published. 
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Figure 15  Medical Safety Information Accessed the Most in 2013: Medical Safety Information No.79 
“Medical Safety Information released from 2006 to 2011” (pages 1-2) 

Title -Description-

[Case]

Number of cases
reported in 2012No.1)

Japan Council for Quality Health Care

Cases similar to those reported in the 2012 issues
were reported again.

Medical Safety
Information

Project to Collect Medical Near-Miss/
Adverse Event Information

Medical Safety Information, Project to Collect Medical Near-Miss/Adverse Event Information; No.79, June 2013

Medical Safety 
Information released 
from 2006 to 2011

No.79, June 2013

No.3 Rectal perforation associated with glycerin enema
– Cases of suffering rectal perforation, etc., associated with glycerin enema – 

2

No.4 Drug mix-up
– Cases of mix-up due to similarity in drug names – 

When administering an enema, the nurse told the patient to lie in the left lateral decubitus position, but the 
patient's preference was for the right lateral decubitus position, so the enema was administered in the latter 
position. No fecal matter emerged in response, but bloody discharge (fresh blood) measuring about 10cm in 
diameter was found in the bottom of the portable toilet, along with some discharged enema liquid. During a rectal 
examination, the attending physician confirmed that there was no mass in the rectum, but that there was a soft 
internal hemorrhoid in the anus at the 12 o'clock position, so s/he decided to keep the patient under observation. 
Five days later, when an abdominal CT examination was carried out prior to discharge, intraluminal air was 
observed on the right-hand side of the rectum, which revealed that the patient had a rectal perforation.  (There 
was another similar case)

When starting the patient on 2 tablets of the antihypertensive Almarl 2 times/day, 2 tablets of Amaryl 2 times/day 
were erroneously prescribed. The error was noticed during a consultation about a month later. The patient had 
noticed occasional feelings of hunger and there was found to be a slight decline in HbA1c and FBS, so it was 
presumed that the patient's blood glucose level had declined. The hospital's ordering system had previously 
been updated to display the term "anti-diabetic drug" after the drug name Amaryl, as a precaution against drug 
mix-up, but the explanatory note was no longer displayed after the system was changed. (There was another 
similar case) 

No.7
Transfusion leakage in pediatric patients
– Cases of requiring subsequent treatment because of transfusion leakage 
when infusion was administered to the pediatric patients, regardless of whether 
or not the risk of transfusion leakage is described in the package insert – 

An infusion pump was used to administer Physio35 at a rate of 50mL/h to a pediatric patient via a peripheral 
route in the dorsum of the left foot. When the nurse who received the handover from the night shift looked at the 
insertion site of the indwelling needle in the peripheral vein, s/he noticed swelling, induration, and at least 12 
blisters of varying sizes over the whole of the dorsum of the left foot, as well as discoloration of the toes; these 
symptoms were thought to have been due to extravasation of the infusion. There was no obvious difference 
between left and right in terms of external appearance from the left knee to ankle, but slight induration of the left 
leg was observed upon palpation. An orthopedic specialist examined the patient and determined that a relaxing 
incision was necessary.  (There were eight other similar cases)

2

9

Medical Safety Information released 
from 2006 to 2011

Medical Safety
Information

Project to Collect Medical Near-Miss/
Adverse Event Information No.79, June 2013

No. 1) Title -Description-

[Case]

Number of cases
reported in 2011Title -Description-

[Case]

Number of cases
reported in 2012No.1)

The patient, who had a history of epilepsy and was being treated with oral medication prescribed at another 
medical institution, was admitted to the surgical ward in order to undergo surgery. Based on the medication 
notebook brought in at the time of admission, which listed the patient's current medication as "Selenica-R 
Granules 40% 0.333g per dose and Carbamazepine Fine Granules (Tegretol Fine Granules 50%) [Amel] 0.4g per 
dose, 3 times/day", the physician prescribed six days' supply of anticonvulsants, specifying the daily dose as 
Selenica-R Granules 40% 1,000mg and Tegretol Fine Granules 50% 1,200mg 3 times/day, to be taken after 
breakfast, lunch, and dinner. Although the medication notebook listed the total product amount, orders at the 
hospital were displayed as the active ingredient dosage, so the total product amount was confused with the 
active ingredient dosage. As a result, 2.5 times the required dose of Selenica-R Granules and double the 
required dose of Tegretol Fine Granules were prescribed and given to the patient, who took them. After 
discharge, the patient continued to experience lightheadedness, so a family member asked a dispensing 
pharmacy to check the prescription medication, resulting in the discovery of the overdose.

4

1

No.10

No.13

Magnetic material (e.g. metal products) taken in the 
MRI room
– Cases of bringing magnetic material (e.g. metal products) into the MRI room – 

Failure to check of infusion pump flow
– Cases of forgetting to check the flow rate when using an infusion 
pump, etc. – 

Cleaning had been outsourced and while one of the cleaning company's employees was carrying out regular 
cleaning, some of the cleaning equipment became stuck to the MRI scanner. It was the first time that the 
cleaning company employee had carried out cleaning at a hospital.  (There were three other similar cases)

A patient on a ventilator was being administered a continuous infusion of Propofol Injection at a rate of 6mL/h. 
The infusion pump for the Propofol was changed when sorting out the drugs for the Swan-Ganz catheter and 
the infusion route, but it was started without changing the previous settings. Subsequently, the anesthesiologist 
noticed that the flow rate for the continuous infusion of Propofol was 42mL/h. 28mL had been administered over 
the course of 40 minutes.

No.9

No.8

1

2Wrong site surgery (right/left)
– Cases of wrong site surgery between right and left – 

Confusion between total product amount and content 
of the active ingredient
– Cases of confusing of the total product amount and the content of 
active ingredient – 

The patient was due for radical surgery to repair a left inguinal hernia. Usually, the physician marked the site in 
the patient's hospital room on the morning of the operation, but in this case, the patient's name and operative 
site were confirmed verbally after the patient was brought into the operating theater, and the physician marked 
the right-hand side. According to the findings, the mix-up was not noticed because the patient had hernias on 
both the left and right sides, so radical surgery was carried out on the right inguinal hernia. The left-right mix-up 
was noticed during the post-operative rounds, when the patient pointed out that the wrong site had been 
operated on. (There was another similar case: Medical Safety Information No.50 (January 2011: 1st Follow-up 
Report)) 

10.  5th 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 to me 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 excess, 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 36 people from 12 medical institutions, including 7 physicians, 1 midwife, 13 
nurses, 10 pharmacists, 2 physical therapists, and 3 clerical staff members (2 of whom were system engineers). 
In terms of the main content of the program, first of all, I gave an explanation of the current status of this project 
and of the analysis of causes in the obstetric care compensation system, which the JCQHC is currently running. 
After that, Dr. Yoji Nagai, Director of Hitachi, Ltd. Hitachinaka General Hospital, spoke on the subject “What 
is a Process Flow?” Following on from this, Dr. Misa Sakaguchi, Associate Professor at Kanazawa University 
Hospital’s Department of Anesthesia and Palliative Care, explained “The Compilation and Significance of 
Process Flows in Medical Safety”, telling participants that “they can be used to analyze a variety of events” 
and “the purpose isn’t to draw a neat process diagram. It’s worth summarizing and visualizing the flow of 
operations, even if it’s just a rough outline.” Next, Dr. Shigeru Fujita, Assistant Professor in the Department 
of Social Medicine at Toho University’s Faculty of Medicine, explained the revision of process flows using the 
example of a case in which the physician wrote 0.5A instead of 0.5mL of Neophyllin when creating an order 
for a holiday, resulting in the administration of a ten times overdose.

In the afternoon, each group from a single medical institution formed a team and reviewed and revised 
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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, as many as 97.1% of respondents replied “I understood the content of the exercise (well)”. In 
addition, the responses included the following comments: “It was really difficult to create a process flow for 
submission.” “I guess you need to collect data and carry out other preparatory work before putting together a 
process flow.” “I think that this kind of training course is effective for working out operational safety measures 
to be implemented across all occupations.” “I want to take this information back to my hospital and create 
process flows for various things.” One can see how motivated the participants were, from these questionnaire 
responses alone. In addition, we received requests such as the following about holding similar workshops in 
the future: “I’d like to see the number of courses increased so that one can take part in them more frequently.” 
We will take these requests into account in planning further workshops.

Figure 16 Example of a Process Flow (Extract) (Japanese version)
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11.  Cooperation with the Project to Collect and Analyze Pharmaceutical Near-Miss 
Event Information

1)  Project to Collect and Analyze Pharmaceutical Near-Miss Event Information: 9th and 10th 
Aggregate Reports and 2013 Annual Report

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

In October 2008, the Division of Adverse Event Prevention launched a project to collect and analyze medical 
near-miss event information from pharmacies, based on events occurring or discovered at retail pharmacies, 
with reports of near-miss events being accepted from April 2009. The 2012 Annual Report was published in 
November 2013, while the 9th and 10th Aggregate Reports were published in December 2013 and March 2014, 
respectively. At present, work on the 2013 Annual Report is being undertaken. 

The number of pharmacies participating is continuing to increase, even now, and has reached 8,142 at the 
present time of writing. The number of events reported is currently around 400 - 800 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 38,000 such events have already been published 
on the website for this project. Moreover, if you click on the “Published Data Search” button on the website, 
you can search the data by inputting keywords (Japanese version only). In addition, particularly important 
events are selected as “Events to Be Shared” and published with comments from experts on individual events. 

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

(2) 2013 Annual Report

Through the Project to Collect and Analyze Pharmaceutical Near-Miss Event Information, 5,820 events 
have been tabulated and analyzed between January and December 2013, and we are aiming to publish the 
2013 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 fourth 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 2013 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 15  Theme Analysis in the 2013 Annual Report (draft)
Details of Themes New/Continuing

1 Pharmaceutical near-miss event related to similar drug names Continuing
2 Pharmaceutical near-miss event related to high-risk drugs Continuing

3

Pharmaceutical near-miss event related to inquiries about prescriptions
i) Events involving a change in efficacy
ii)  Events in which an inquiry about the prescription was not made, but the content of the 

prescription was checked

Continuing

4
Pharmaceutical near-miss event related to prescriptions featuring generic names

i) Events related to a mistake in dispensing a prescription featuring a generic name
ii) Events related to inquiries about prescriptions featuring generic names

New

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

6

Pharmaceutical near-miss event related to duplicate prescriptions for similar drugs with the same 
efficacy

i) Events involving duplicate prescriptions within a single prescription form
ii)  Events involving duplicate prescriptions for similar drugs with the same efficacy on multiple 

prescription forms received at the same time
iii)  Analysis of events related to duplicate prescriptions for drugs currently being taken by the 

patient
iv)  Analysis of other events related to duplicate prescriptions

New

7

Pharmaceutical near-miss event related to contraindications listed on the drug package insert
i)  Pharmaceutical near-miss events related to the dispensing of contraindicated drugs
ii)   Pharmaceutical near-miss events related to inquiries about prescriptions for contraindicated 

drugs

New

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

Continuing
(These drugs have 
been added for the 

first time)

 

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

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

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

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

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

12.  Information Dissemination Through 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 March last year, we published the English translation of this project’s 2011 Annual Report, 
entitled “Project to Collect Medical Near-miss/Adverse Event Information 2011 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). The English-language edition of the 2012 Annual Report is currently being prepared.

Following our ongoing dissemination of such information, I was invited to the 2010 International Patient 
Safety Reporting System Conference in Taiwan by the Taiwan Joint Commission in September 2010, and the 
2011 China-ASEAN Forum on Reform and Administration of Public Hospitals by the Ministry of Health of 
the People’s Republic of China in November 2011. At both of these events, I had the opportunity to speak about 
this project, the Project to Collect and Analyze Pharmaceutical Near-Miss Event Information, and the Japan 
Obstetric Compensation System for Cerebral Palsy. In addition, I was invited to speak at the Anglo-Japanese 
collaboration for Improving Patient Safety Workshop, which is a workshop on the status of activities to promote 
medical safety in Japan and the UK, organized by the University of Tokyo and the Patient Safety and Service 
Quality Research Centre (PSSQ) at King’s College London, which was held at the University of Tokyo on June 
5, 2011 (hosted by the 22nd Century Medical and Research Center, University of Tokyo Hospital, co-hosted by 
the University of Tokyo Graduate School of Medicine Department of Health Care Safety Management). I also 
gave a speech at the international symposium entitled “Methodology for Consensus Building - The Perspective 
of Patient Safety”, which was hosted by the University of Tokyo Policy Alternatives Research Institute on 
September 12, 2012. These opportunities made me realize anew that many particularly advanced, leading 
medical institutions in various countries and major cities are implementing similar initiatives, and that all of 
these have a great deal of information that could be useful for each other.

Accordingly, at present, we are not only publishing English translations of the Annual Reports for this 
project, but also English-language versions of the Medical Safety Information, which we provide to various 
organizations overseas. The English editions of Medical Safety Information No.72-No.83 were published for 
the first time in March, 2014. They are published on the English-language page of this project’s website (http://
www.med-safe.jp/contents/english/index.html), and we hope that you will make use of them if you have the 
opportunity to do so. We plan to publish the English editions of Medical Safety Information No.84 onwards as 
soon as they have been translated.

Moreover, in November 2010, the Canadian Patient Safety Institute (cpsi-icsp) requested permission to share 
the output from this project globally through its Global Patient Safety Alerts project, which it is implementing 
jointly with the WHO, so we are continuing to disseminate information via this project. The JCQHC’s name 
is listed on the website for the Global Patient Safety Alerts project as a contributing organization, and it has 
also published a link to the English versions of the Medical Safety Information. Furthermore, it has recently 
become possible to use the alert keyword search function and the field-specific alert browsing function to 
search and browse the Medical Safety Information published by the JCQHC (Figure 18). Thus, in addition to 
the English-language website for the Project to Collect Medical Near-miss/Adverse Event Information, it is 
also possible to peruse the content of the English editions of Medical Safety Information from across the globe, 
via the contributing organizations page of the Global Patient Safety Alerts website, as well as the site’s search 
function. 
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Figure 17 Website of the Canadian Patient Safety Institute (cpsi-icsp)

Figure 18  Global Patient Safety Alerts App Screen (Canadian Patient Safety Institute) and English-
language Edition of Medical Safety Information

(Top screen)

(Medical Safety Information No.10: Magnetic 
Material (e.g. Metal Products) Taken in the MRI 

Room; first page of the English edition)
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13.  Report on Attendance at the International Society for Quality in Health Care 
(ISQua) 30th International Conference

On October 14-16, 2013, I attended ISQua’s 30th International Conference, which was held in Edinburgh, 
UK. At the Health Information Technology session on October 15, I gave a 15-minute lecture concerning the 
Project to Collect Medical Near-miss/Adverse Event Information. After the session, I was questioned eagerly 
by participants from Scotland, Singapore, Hungary, and Brazil, who demonstrated considerable interest in 
implementing similar reporting systems.

Figure 19  International Conference Program 
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Figure 20  Session Featuring the Presentation about This Project
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In particular, after the International Conference, a participant from Healthcare Improvement Scotland (http://
www.healthcareimprovementscotland.org/welcome_to_healthcare_improvem.aspx), a Scottish medical safety 
organization, asked me to send the slides I used in my lecture about this project and requested permission to 
post them on NHS Scotland’s education website. The slides can now be viewed on this website.

Figure 21  NHS Scotland Website 
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Slides (excerpt) 

In addition, representatives of the JCQHC gave a poster presentation about the Japan Obstetric Compensation 
System for Cerebral Palsy, and two lectures and one poster presentation about the JCQHC and the projects that 
we run.

It has been decided that this conference will be held in Tokyo in 2016, with the JCQHC playing a central role 
in its organization and running, so in order to promote Japanese initiatives to improve the quality and safety 
of health care ahead of this conference, 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 JCQHC.

What is ISQua?

○  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).

○  ISQua 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 JCQHC’

○  ISQua undertakes the following programs.
・�The International Accreditation Programme (IAP)
・�Promoting networking through initiatives such as the publication of the International Journal for 

Quality in Health Care
・�Education programs aimed at improving the quality of health care through webinars, debates, 

forums, and case studies (ISQua Education)
・�Education programs aimed at improving the quality of health care through webinars, debates, 

forums, and case studies (ISQua Education)
・�Holding of the International Conference

○  ISQua holds the aforementioned International Conference every year; at the 30th International 
Conference, which was held in the British city of Edinburgh in October last year, the program included 
lectures and presentations concerning the following themes. In total, four representatives from the 
JCQHC gave five presentations.
(1) Governance, Leadership, and Health Policy
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(2) Patient Safety
(3) Improving Population Health
(4) Patient and Family Experience, Engagement and Coproduction
(5) Accreditation and External Evaluation Systems
(6) Education in Safety and Quality
(7) Quality and Safety in Transitional and Developing Countries
(8) Health Information Technology
(9) Measuring Service Performance and Outcomes

○  Place of the International Conference (including future conferences)
*2008: Copenhagen
*2009: Dublin
*2010: Paris
*2011: Hong Kong
*2012: Geneva
*2013: Edinburgh
*2014: Rio de Janeiro
*2015: Doha
*2016: Tokyo

Although there were not many presentations relevant to this project, concerning mechanisms for 
reporting adverse events at the local to national level and the utilization of the information gathered, an 
overview of the main relevant presentations was carried out, including an outline of the Collaborating 
Hospitals Audit of Surgical Mortality (CHASM) system developed in Australia to conduct reviews of 
cases of mortality and provide feedback to reporting physicians about the results thereof.

Thus, this division and the JCQHC as a whole are striving to be even more proactive in the dissemination 
of information on the international stage. In 2016, the ISQua International Conference will be held 
in Tokyo, giving us even greater opportunities to promote widespread awareness of the JCQHC’s 
various medical safety programs, including this project, Hospital Accreditation, and the Japan Obstetric 
Compensation System for Cerebral Palsy. 

14.  Evaluation and Accreditation under the International Accreditation Programme 
(IAP) 

Last year, the JCQHC underwent evaluation under ISQua’s International Accreditation Programme. The 
JCQHC’s Ver.4.0 and Ver.5.0 Hospital Accreditation evaluation criteria had already been accredited, so this 
time the JCQHC underwent evaluation for accreditation of its evaluation criteria based on function classification 
(3rdG: Ver.1.0) that began operating in the current fiscal year, as well as for accreditation as an organization 
running a third-party appraisal system. Our objectives in undergoing evaluation are (1) to improve our Hospital 
Accreditation evaluation criteria and the quality of the program by subjecting those criteria to international 
third-party appraisal, so that we can strive to improve safety and the quality of health care both at the hospitals 
we evaluate and throughout Japan; and (2) to give the JCQHC an even stronger presence as a neutral, scientific 
third-party body seeking to contribute to improving safety and the quality of health care by subjecting our 
organization to appraisal, thereby laying the foundations for the stable management of our projects.

We spent about a year preparing for the evaluation, but the process of reading the IAP evaluation criteria 
thoroughly and carrying out 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 was a good opportunity to 
review the JCQHC’s project mechanisms and organizational system.
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Figure 22   ISQua Accreditation Logos (Left: Standards Accreditation; Right: Organization 
Accreditation) 

 

15.  Invitation to Host the 2016 ISQua International Conference
Having had our standards and organization internationally accredited by ISQua, the JCQHC 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 JCQHC’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.

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 JCQHC’s institutional membership of ISQua, eight members of the JCQHC’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

The 2016 International Conference is due to be held in Tokyo, at the Tokyo International Forum, on October 
16 (Sunday) – 19 (Wednesday), 2016.

Other future venues are listed below.

October 5 (Sunday) – 8 (Wednesday), 2014: Brazil (Rio de Janeiro)
2015: Qatar (Doha) 
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Figure 23  ISQua’s Website Advertising the 2016 ISQua International Conference in Tokyo 

 

16.  Responding to Lecture Requests
We respond to requests from medical institutions, pharmacies and related groups to give lectures explaining 
the current status of the project and the content of its outputs, such as the Quarterly Reports, Annual Reports 
and Medical Safety Information, giving around 40 lectures each year. The content of the lectures is shown in 
Table 16. 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 16 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 2009-2013 Annual Reports (content of aggregate results and theme analysis)
- Pharmaceutical Near-Miss Information Analysis Tables
- Utilization of the Events to Be Shared
- Utilization of the Website

3. Concerning the Japan Obstetric Compensation System for Cerebral Palsy
- Purpose and overview of the system
- Current status of screening
- Current status of the analysis of causes
- Approaches to the analysis of causes
- Current status of the prevention of recurrence

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 Medical Adverse Event Investigation System
In August 2011, the Ministry of Health, Labour and Welfare launched the Study Committee on Approaches 
to No-fault Compensation Systems, etc. That Contribute to Improving the Quality of Health Care. In order to 
facilitate wide-ranging deliberations on approaches to mechanisms for investigating the root causes of medical 
adverse events and preventing their recurrence, one of the topics being examined by the Study Committee, the 
Subcommittee on Approaches to Mechanisms for Investigating Medical Adverse Events was established in 
February 2012. It met 13 times, engaging in in-depth discussions.

At the 13th Subcommittee Meeting, which was held on May 29, 2013, concrete discussions took place regarding 
such matters as the objectives of investigating medical adverse events, the focus of such investigations, the 
flow of investigation, approaches to internal investigations carried out by medical institutions themselves, and 
approaches to building a third-party institution. Following this, the matters discussed were summarized and 
published in the document “Basic Approach to Mechanisms for Investigating Medical Adverse Events”.

Subsequently, based on this summary, the following matters were explained and approved at a meeting of the 
Medical Care Subcommittee of the Social Security Council on November 8 concerning the next revision of 
the Medical Care Act.

・ A private sector corporation recognized as being capable of appropriately and reliably investigating 
medical adverse events and supporting medical institutions in order to ensure medical safety will be 
designated or otherwise positioned in law in the Medical Care Act.

・ The Medical Adverse Event Investigation and Support Center (tentative name) will be able to outsource 
some of its operations to external medical experts, such as prefectural medical associations, other 
medical-related organizations, university hospitals, and academic societies.

・ Medical institutions will be expected to cooperate with the investigations of the Medical Adverse 
Event Investigation and Support Center (tentative name).

・ Should the medical institution concerned not cooperate, thereby preventing an investigation, the 
Medical Adverse Event Investigation and Support Center (tentative name) will publish this fact, along 
with the name of the medical institution concerned.
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In light of this conclusion, 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 Adverse 
Event Investigation and Support Center, which will be tasked with the running of the medical adverse event 
investigation system. These provisions prescribe such matters as the definition of a medical adverse event, 
the objectives of the system, and the duties to be undertaken by the Medical Adverse Event 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. It will enter into force on October 1, 2015, from which date the 
Medical Adverse Event Investigation and Support Center will begin operating and notification and analysis 
of medical adverse events will commence. In addition, a Supplementary Provision to this Act stipulates that 
the government will take into account the implementation status of investigations of medical adverse events 
in considering such matters as the submission of notification under the provisions of Article 21 of the Medical 
Practitioners’ Act, the reporting of medical adverse events to the Medical Adverse Event Investigation and 
Support Center, and the rethinking of approaches to the medical adverse event investigation system and the 
Medical Adverse Event 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.

For details of the Act Concerning Improvement of Relevant Acts for Promoting Comprehensive Measures for 
Securing Regional Medical and Nursing Care, please see the following websites.

Website concerning MHLW bills submitted during the 186th (ordinary) session of the Diet (includes an 
overview, a summary of the bill, a draft of the bill and reasons for provisions, a comparison of the old 
and new text, and provisions that were used as a point of reference)

http://www.mhlw.go.jp/topics/bukyoku/soumu/houritu/186.html

House of Representatives website providing information about the progress of matters being debated

http://www.shugiin.go.jp/internet/itdb_gian.nsf/html/gian/keika/1DB73AE.htm

In the process of debating the bill, the House of Councillors Committee on Health, Labour and Welfare invited 
witnesses to make submissions on June 10, 2014 between 13:00 and 15:00, so representatives of the JCQHC 
attended to express our views. During the 15-minute slot allocated for our statement of opinion, the following 
matters were explained, based on our experience of this project and the Japan Obstetric Compensation System 
for Cerebral Palsy, which is also run by the JCQHC. 
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◆  In the data gathered via the Project to Collect Medical Near-miss/Adverse Event Information, events 
involving fatalities account for only a small portion (about 7%) of all medical adverse events.

◆  Non-fatal events account for around 90% of medical adverse events, but among them are many cases 
from which medical institutions should learn (such as events that had a major impact on the patient’s 
condition) in order to prevent future medical adverse events.

◆  Whereas the Project to Collect Medical Near-miss/Adverse Event Information is a system that 
involves comprehensively analyzing events of varying degrees of severity (fatal and non-fatal) across 
all clinical realms, the Japan Obstetric Compensation System for Cerebral Palsy is a system that 
involves conducting a detailed causal analysis focused on a single type of event (severe cerebral 
palsy), with a report being compiled regarding each case. In other words, there are two different 
approaches, each with their own characteristics. The planned medical adverse event investigation 
system appears to be similar in nature to the latter.

◆  The characteristics of the reports of events in the Project to Collect Medical Near-miss/Adverse Event 
Information include the fact that it does not matter whether or not there was an obvious error and the 
fact that there is no burden on the medical institution concerned once it has made a report. This has 
put in place an environment that makes it easy for medical institutions to report such events, with 
around 3,000 medical adverse events and 30,000 medical near-miss events being reported annually.

◆  The outcomes of the Project to Collect Medical Near-miss/Adverse Event Information, namely the 
Quarterly and Annual Reports, Medical Safety Information, and database of medical adverse events 
and medical near-miss events, are used in various ways.

◆  Regarding the example of a warning notice compiled by the Japan Medical Safety Research 
Organization after conducting a detailed analysis of a fatal event, there have been 18 past reports of 
similar events (both fatal and non-fatal) as part of the Project to Collect Medical Near-miss/Adverse 
Event Information. This demonstrates another characteristic of this project, namely the fact that it 
is able to conduct activities to prevent recurrence by studying medical near-miss events, rather than 
waiting until a death has occurred.

◆  The Project to Collect Medical Near-miss/Adverse Event Information is profiled in the section on 
Japan in a WHO report commenting on international systems for reporting and learning from adverse 
events in the medical field.

◆  Under the Japan Obstetric Compensation System for Cerebral Palsy, a causal analysis is conducted 
and a detailed report prepared; in doing so, we devise ways of making the reports comparable with 
each other through standardization, by creating and complying with a manual of terminology and 
expressions to be used in medical evaluation.

◆  Before the system began operating, some medical personnel expressed concerns that sending the 
detailed Cause Analysis Reports to families and childbirth facilities would precipitate disputes, but 
we have not observed this in practice.

◆  In a questionnaire conducted among parents/guardians and childbirth facilities, the majority of 
respondents in both categories stated that they felt that the Cause Analysis Reports were “very good” 
or “quite good.”

◆  After the planned medical adverse event investigation system begins operating, there will be issues in 
terms of the extent and number of analyses to be conducted under this system, as well as collaboration 
in relation to the accumulation of data about a wide range of events and the results of analysis of these 
as part of the Project to Collect Medical Near-miss/Adverse Event Information.
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The materials compiled to serve as a summary of our views made the following points.

◆  In relation to “events that had unexpectedly adverse outcomes” identified via the planned medical 
adverse event investigation system, as well as mechanisms such as the Project to Collect Medical 
Near-miss/Adverse Event Information and the Japan Obstetric Compensation System for Cerebral 
Palsy, it is vital to ensure that such events are used for the purpose of preventing recurrence, rather 
than assigning responsibility.

◆  The events whose recurrence should be prevented cover the whole gamut from fatal events to 
those which caused no disability whatsoever. Accordingly, it is vital to put in place an environment 
conducive to reporting and to amass a large volume of data concerning such events.

◆  Moreover, promoting medical safety in Japan by combining (1) methods based on gathering and 
analyzing information from a large number of cases in a wide range of clinical fields, and (2) methods 
based on detailed analysis of a limited number of cases (e.g. fatalities) in a restricted field is the key 
challenge for the future.

Taking into account the findings gained to date through this project and the Japan Medical Safety Research 
Organization’s project to develop a model for investigating and analyzing deaths related to medical procedures, 
a Ministry of Health, Labour and Welfare study group is currently considering the content of guidelines on 
procedures for internal investigations of adverse events by medical institutions, including notifying the third-
party institution of such events. The MHLW will then formulate guidelines based on the outcomes of this 
process. The Vice President of the JCQHC and I are participating as members of this study group, in order to 
facilitate the inclusion of findings from this project and the Japan Obstetric Compensation System for Cerebral 
Palsy in the medical adverse event investigation system.

We would like this project to play a part in creating a better medical adverse event investigation system to 
ensure medical safety in Japan.

Figure 24   A Selection of Slides Explaining the Project to Collect Medical Near-miss/Adverse Event 
Information and Japan Obstetric Compensation System for Cerebral Palsy 
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18. Conclusion

Systems of reporting adverse events, such as medical adverse events and near-miss events, are tools not only 
for warning people about medical adverse event information and informing them of measures to prevent 
recurrence, but also for fostering a culture of medical safety. We believe that as a nationwide system, this 
project is a key part of our nation’s medical infrastructure for ensuring that the public can receive medical care 
with peace of mind. The reports of events that we receive from registered medical institutions are the very 
cornerstone of this project. Accordingly, 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 within the reporting guidelines. Moreover, by clearly explaining the purpose of 
this project and developing an environment that better facilitates reporting, we hope that medical institutions 
that had previously hesitated to participate in this project due to the burden of reporting will now agree to 
participate for the first time.

In the future, the JCQHC will increase its efforts to enhance the content of Quarterly Reports and Annual 
Reports, in order to ensure that 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 JCQHC took over the project for the collection of medical near-miss information from the 
Organization for Pharmaceutical Safety and Research [OPSR: currently the Pharmaceuticals and Medical 
Devices Agency (PMDA)], and has been collecting medical near-miss event information since the 11th report. 
The tabulation results and analysis are published on the JCQHC’s website. (Note 2)

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

(Note1) See MHLW website “Concerning Medical Safety Measures” (http://www.mhlw.go.jp/topics/bukyoku/isei/i-anzen/index.html).
(Note2) See the Japan Council for Quality Health Care “Project to Collect Medical Near-miss/Adverse Event Information” website (http://www.med-safe.jp/).
(Note3) “Comprehensive Measures for Promoting the Safety of Medical Treatment” proposed the following as challenges that should be addressed: “safety 

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

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

Moreover, in 2008, this project’s Management Committee (Note 2) and Comprehensive Evaluation Panel (Note 3) 
discussed revisions of the reporting system, from the perspective of reducing the reporting burden for medical 
institutions and creating an environment that makes reporting easier than before, while continuing to gather 
the information required in order to promote medical safety. Their findings were translated into reality and the 
collection of new medical adverse event information and medical near-miss event information began in 2010, 
along with the provision of information using the internet.

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

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

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

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

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

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

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

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

(2) Collection of Medical Adverse Event Information

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

 i) Medical Institutions Subject to Reporting Requirements (Note)

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

b) Hospitals run by the National Hospital Organization 

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

d) Special Functioning Hospitals

 ii) Voluntarily Participating Medical Institutions

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

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

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

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

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

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

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

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

Events Encouraged to Be Reported:

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

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

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

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

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

The JCQHC held the 11th Workshop on RCA and the Project to Collect Medical Near-miss/Adverse Event 
Information, which, as well as providing medical institutions voluntarily participating in this project with 
information about the current status of the medical adverse event reporting system, focused on an exercise 
in using RCA, an analytical technique that is useful in identifying the root causes and background factors of 
medical adverse events. In addition, the JCQHC held the 5th Workshop on Process Flows and the Project to 
Collect Medical Near-miss/Adverse Event Information, the primary focus of which was an exercise relating 
to operational processes. We also held a symposium based on the results of the Project to Collect Medical 
Near-miss/Adverse Event Information and the Project to Collect and Analyze Pharmaceutical Near-Miss Event 
Information, which are both run by this division.

In addition, the JCQHC held the 4th Workshop on Process Flows and the Project to Collect Medical Near-miss/
Adverse Event Information, the primary focus of which was an exercise relating to operational processes.

1.  11th Workshop on RCA and the Project to Collect Medical Near-miss/Adverse 
Event Information

 1) Overview of the Workshop
a)  Workshop date: Sunday September 8, 2013
b) Workshop venue: Lecture Hall, JCQHC
c) Target participants:

Each participating medical institution put together a team, in accordance with the following 
conditions i) - iv).
i)   Those with responsibility for divisions in charge of managing medical safety at voluntarily 

participating medical institutions contributing to the Project to Collect Medical Near-miss/
Adverse Event Information.

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

iii)   It would be desirable to include someone with experience of analyzing medical adverse events 
using RCA or a similar technique.

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
  Concerning Techniques for Analyzing Medical Adverse Events (RCA: Root Cause Analysis)
ii)  Lecture: RCA in Practice
  Gaining a deeper understanding of the facilitator’s role

 
(Note) For details of voluntarily participating medical institutions contributing to the Project to Collect Medical Near-miss Event Information, see the Japan 

Council for Quality Health Care Project to Collect Medical Near-miss/Adverse Event Information website (http://www.med-safe.jp/).
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 2) Participation Status
Number of participants: 64 people (24 medical institutions)

2.  5th Workshop on Process Flows and the Project to Collect Medical Near-miss/
Adverse Event Information

 1) Overview of the Workshop
a) Workshop date: Sunday December 15, 2013
b) Workshop venue: Lecture Hall, JCQHC
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: 36 people (12 medical institutions)
 

3.  Symposium on Medical Safety Through Cooperation between Medical 
Institutions and Dispensing Pharmacies

 1) Overview of the Symposium
i)  Workshop date: Sunday December 16, 2012
ii)  Workshop venue: Lecture Hall, JCQHC
iii)  Target participants:

a)  Date: Thursday February 13, 2014  13:00-17:00
b)  Venue: Main Auditorium, Japan Medical Association Headquarters
c)  Participants
i)   Staff from medical institutions voluntarily participating in the Project to Collect Medical Near-

miss/Adverse Event Information
ii)   Staff from pharmacies registered to participate in the Project to Collect and Analyze 

Pharmaceutical Near-Miss Event Information
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 2) Participation Status
228 participants
Medical institutions: 185 people
Dispensing pharmacies: 39 people
Other: 4 people
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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 involving drug
[3] Events involving 
medical device, etc.
[4] Current theme

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

b) Medical near-miss event Information

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

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

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

(iii) Events involving the drug

(iv) Events involving medical device, etc.

(v) Events corresponding to the theme stipulated for each collection period (Figure I-2-1)

(Note) For details of voluntarily participating medical institutions contributing to the Project to Collect Medical Near-miss Event Information, see the Japan 
Council for Quality Health Care Project to Collect Medical Near-miss/Adverse Event Information website (http://www.med-safe.jp/).
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Fig. I-2-1 Themes Stipulated for Each Collection Period
Quarterly 

Report
Month & Year of 

Occurrence Theme

33rd January - March

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

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

34th April - June

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

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

35th July - September ○  Medical Adverse Events Related to Medical Equipment for Blood Purification Therapy 
(Hemodialysis, Hemodiafiltration, Plasmapheresis, etc.)

36th October - 
December

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

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

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

c) Reporting method

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

d) Report form

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

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

a) Tabulation of Results

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

b) Provision of Results

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

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

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

(1) Management Committee
Composed of 17 experts in general medicine or medical safety measures and general advisors (as of December 
31, 2013), this body considers policies concerning the activities of this division, as well as evaluating the content 
of its activities. It has been established as a subcommittee, in accordance with the articles of endowment of 
the JCQHC.

(2) Expert Division
a) Comprehensive Evaluation Panel

Consisting of 13 experts in various fields (as of December 31, 2013), 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. 26 people (as of December 31, 2013) conduct activities as members of the Expert Analysis 
Groups.

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

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

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

Fig. I-2-2

   Director, Division of Adverse Event Prevention

Medical Adverse Event Prevention Project

Division of Adverse Event Prevention

Visiting
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Project to Collect 
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Expert Analysis 
Groups

Comprehen-
sive Evalua-
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Guidance and 
advice concerning 
the management of 
the project

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

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

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

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

The medical institutions participating in each project as of December 31, 2013 are shown below.

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

Registration status

Project for medical near-misses

Total

Participating

Not participating
Number of 

occurrences 
and medical 

near-miss event 
information 

Only number of 
occurrences

Project 
for 

medical 
adverse 
events

Required Participating 124
446

80
280

70
239

274
965

Voluntary
Participating 322 200 169 691

Not 
participating 165 234 399

Total
611 514

239 1,364
1,125

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

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

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

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

The number of medical institutions participating in Project to Collect, Analyze, and Provide Medical Adverse 
Event Information as of December 31, 2013 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 27
Other national organizations 0 0

Municipality

Prefecture 2 19
City/village 0 73
Japan Association of Municipal and Prefectural 
Municipality Colleges and Universities 9 1

Local independent administrative institutions 1 18

Parent 
organization of 
public medical 

institution other 
than municipality

Japan Red Cross 0 55
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
All Japan Federation of Social Insurance Associations 0 37
Employees’ Pension Welfare Corporation 0 2
Japanese Crew Insurance Foundation 0 1
Health Insurance Union and their associations 0 1
Mutual Aid Associations and their associations 0 9
National Health Insurance Society 0 0

Corporation

School juridical organization 52 11
Healthcare corporation 0 280
Charitable organization 1 42
Company 0 12
Other corporation 0 28

Individual practitioner 0 37
Total 274 691

* 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 (274 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) 106 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, 2013 are shown below. The collection period for this Annual Report includes the period 
from July 22 to September 16, when use of the reporting system for the project was suspended. Consequently, 
the number of applications for registration received from medical institutions between July and September is 
lower than it would usually be during a quarter.

Fig. II-2-2    (YA-02) Number of Registrations of Voluntarily Participating Medical Institutions
2013

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

Number of 
voluntarily 
participating 
medical institutions

7 7 4 5 3 3 0 0 5 4 2 1

Number of 
rejected 
registrations

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

Accumulated total 660 667 671 674 677 680 680 680 685 689 690 691

- 71 -- 71 -



II Current Reporting Status

II

[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, 2013 is shown below. The collection 
period for this Annual Report includes the period from July 22 to September 16, when use of the reporting system 
for the project was suspended. Consequently, the number of applications for registration received from medical 
institutions between July and September is lower than it would usually be during a quarter.

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

2013 Total
January February March April May June July August September October November December

Number of reports 
made by medical 
institutions subject 
to reporting 
requirement

266 203 311 216 200 245 141 0 327 331 193 275 2,708

Number of reports 
made by voluntarily 
participating medical 
institutions

38 4 28 42 24 21 26 0 9 70 58 21 341

Number of medical 
institutions subject 
to reporting 
requirement

275 275 273 274 274 274 274 274 274 273 273 273 -

Number of voluntarily 
participating medical 
institutions

660 667 671 674 677 680 680 680 685 689 690 691 -

(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, 2013, the number of 
reporting medical institutions subject to reporting requirement and the number of reports made between 
January 1 and December 31, 2013 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, 2013, the number of medical institutions 
subject to reporting requirement was 274, and the total number of beds at those institutions was 141,292.  
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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, 
2013)

Number of 
reporting 
medical 

institutions

Number of 
reports

January to 
December, 2013

January to 
December, 2013

Government

National University Corporation 45 45 736
National Hospital Organization 143 123 1,005
National Centers for Advanced and 
Specialized Medical Care 8 5 83
National Hansen’s Disease 
Sanatorium 13 7 29

Municipality

Prefecture

12 9 247

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

Corporation
School juridical organization 52 34 600
Charitable organization 1 1 8

Total 274 224 2,708

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 2013

Government

National University Corporation etc. 3,678
National Hospital Organization 7,343
National Centers for Advanced and 
Specialized Medical Care 738

National Hansen’s Disease 
Sanatorium 179

Municipality

Prefecture

983

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

Corporation
School juridical organization 4,204
Charitable organization 17

Total 17,142
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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, 2013)

Number of reporting 
medical institutions Number of reports

January to December, 2013 January to December, 2013

0-19 beds 0 0 0

20-49 beds 14 4 6

50-99 beds 5 2 2

100-149 beds 7 4 17

150-199 beds 7 5 22

200-249 beds 17 11 69

250-299 beds 16 13 87

300-349 beds 28 22 101

350-399 beds 14 14 118

400-449 beds 28 25 238

450-499 beds 18 17 204

500-549 beds 10 8 50

550-599 beds 9 8 61

600-649 beds 27 24 445

650-699 beds 7 7 144

700-749 beds 11 10 118

750-799 beds 3 1 5

800-849 beds 11 10 247

850-899 beds 4 3 109

900-999 beds 11 11 113

1000 beds or more 27 25 552

Total 274 224 2,708

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, 2013)

Number of reporting 
medical institutions Number of reports

January to December, 2013 January to December, 2013

Hokkaido 10 7 42

Tohoku 25 21 160

Kanto/Koshinetsu 85 66 817

Tokai/Hokuriku 38 31 452

Kinki 35 29 300

Chugoku/Shikoku 35 36 562

Kyushu/Okinawa 46 34 375

Total 274 224 2,708
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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, 2013

0 52
1 15
2 11
3 19
4 21
5 19
6 14
7 17
8 16
9 7
10 10

11-20 39
21-30 15
31-40 9
41-50 5
51-100 3
101-150 2
151-200 0

200 or above 0
Total 274
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B.  Reporting status of voluntarily participating medical institutions

The number of voluntarily participating medical institutions as of December 31, 2013 and reports made 
by those institutions between January 1 and December 31, 2013 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, 2013)

Number of reporting 
medical institutions Number of reports

January to December, 
2013

January to December, 
2013

Government 28 5 21
Municipality 111 28 52

Public medical institution 142 21 75
Corporation 373 38 190

Individual practitioner 37 2 3
Total 691 94 341

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

Parent organization
Number of reports

October 2004 to 
December 2013

Government 30
Municipality 481

Public medical institution 668
Corporation 1,133

Individual practitioner 6
Total 2,318
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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, 2013 is 
shown below. The collection period for this Annual Report includes the period from July 22 to September 16, 
when use of the reporting system for the project was suspended. Consequently, the number of reported events 
between July and September is lower than it would usually be during a quarter. 

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

Job title of the person involved Number of
event

Doctor 1,717
Dentist 37
Nurse 1,923

Assistant nurse 18
Pharmacist 38

Clinical engineer 17
Midwife 16

Nursing assistant 16
Radiological technologist 41

Clinical technologist 29
Registered dietitian 0

Dietitian 2
Cook/kitchen staff 2

Physical therapist (PT) 17

Occupational therapist (OT) 10

Speech -language -hearing therapist (ST) 3
Medical technologist 0

Dental hygienist 0
Dental technologist 0

Others 50
Total 3,936

(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 25 6 134 2 3 0 0 1 4 1 0 0 0 2 0 1 0 0 0 5 184

1 year 45 2 169 0 2 1 1 2 1 7 0 0 0 1 3 0 0 0 0 2 236

2 years 83 3 162 0 2 1 1 4 2 0 0 0 0 0 0 0 0 0 0 3 261

3 years 94 2 139 0 2 0 0 1 3 1 0 0 0 0 1 0 0 0 0 9 252

4 years 88 1 108 0 3 3 2 1 1 0 0 0 0 2 1 0 0 0 0 0 210

5 years 94 1 114 0 2 1 1 1 1 0 0 0 0 0 0 1 0 0 0 2 218

6 years 73 1 92 0 2 1 0 1 2 0 0 1 0 1 1 0 0 0 0 3 178

7 years 89 2 86 0 0 0 2 1 1 0 0 0 0 2 0 0 0 0 0 1 184

8 years 73 0 64 0 2 2 0 1 1 1 0 1 0 0 0 0 0 0 0 3 148

9 years 67 0 52 0 2 1 4 0 2 1 0 0 0 1 1 0 0 0 0 4 135

10 years 98 0 88 0 3 3 0 0 2 1 0 0 0 1 1 0 0 0 0 6 203

11 years 67 0 39 0 1 1 2 0 0 0 0 0 0 0 0 0 0 0 0 0 110

12 years 93 1 36 0 1 0 0 1 2 0 0 0 0 2 0 0 0 0 0 0 136

13 years 72 2 32 1 2 0 0 0 2 0 0 0 0 0 1 0 0 0 0 1 113

14 years 61 1 36 1 0 0 0 0 0 0 0 0 0 2 0 0 0 0 0 2 103

15 years 81 3 54 0 1 0 0 0 1 1 0 0 0 0 0 0 0 0 0 1 142

16 years 54 1 34 0 1 1 0 0 1 0 0 0 0 0 0 1 0 0 0 0 93

17 years 63 1 29 0 1 0 0 0 3 0 0 0 0 1 0 0 0 0 0 1 99

18 years 46 1 41 0 0 0 0 0 1 1 0 0 0 0 0 0 0 0 0 1 91

19 years 51 2 26 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 79

20 years 48 1 47 1 0 2 0 0 1 1 0 0 0 0 0 0 0 0 0 2 103

21 years 31 0 18 0 1 0 1 0 1 2 0 0 0 0 0 0 0 0 0 0 54

22 years 32 0 20 0 0 0 0 1 0 1 0 0 0 0 0 0 0 0 0 0 54

23 years 22 0 15 1 0 0 0 0 0 1 0 0 0 0 0 0 0 0 0 0 39

24 years 24 1 33 0 2 0 0 0 2 1 0 0 0 0 0 0 0 0 0 0 63

25 years 25 1 37 2 2 0 0 1 1 0 0 0 0 0 1 0 0 0 0 0 70

26 years 22 0 22 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0 0 2 47

27 years 15 0 25 0 1 0 0 0 0 1 0 0 1 1 0 0 0 0 0 0 44

28 years 12 1 26 0 0 0 1 0 1 0 0 0 0 0 0 0 0 0 0 1 42

29 years 7 1 16 0 0 0 0 0 1 0 0 0 0 0 0 0 0 0 0 1 26

30 years 19 1 36 1 1 0 1 0 1 0 0 0 0 0 0 0 0 0 0 0 60

31 years 9 0 6 0 1 0 0 0 0 2 0 0 0 0 0 0 0 0 0 0 18

32 years 6 0 13 2 0 0 0 0 0 1 0 0 0 0 0 0 0 0 0 0 22

33 years 7 1 16 1 0 0 0 0 0 2 0 0 0 0 0 0 0 0 0 0 27

34 years 2 0 17 2 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 21

35 years 7 0 16 1 0 0 0 0 1 1 0 0 0 0 0 0 0 0 0 0 26

36 years 1 0 10 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0 0 0 12

37 years 4 0 6 1 0 0 0 0 1 0 0 0 1 1 0 0 0 0 0 0 14

38 years 1 0 3 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 5

39 years 3 0 2 0 0 0 0 0 1 0 0 0 0 0 0 0 0 0 0 0 6

40 years or longer 3 0 4 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 8

Total 1,717 37 1,923 18 38 17 16 16 41 29 0 2 2 17 10 3 0 0 0 50 3,936

(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.

- 78 -



II

2 Report on the Project to Collect, Analyze, and Provide Medical Adverse Event Information

Fig. II-2-12     (YA-29-C) Years of Experience of the Person Involved
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Less than 1 year 25 6 134 2 3 0 0 1 4 1 0 0 0 2 0 1 0 0 0 5 184

1 year 45 2 169 0 2 1 1 2 1 7 0 0 0 1 3 0 0 0 0 2 236

2 years 83 3 162 0 2 1 1 4 2 0 0 0 0 0 0 0 0 0 0 3 261

3 years 94 2 139 0 2 0 0 1 3 1 0 0 0 0 1 0 0 0 0 9 252

4 years 88 1 108 0 3 3 2 1 1 0 0 0 0 2 1 0 0 0 0 0 210

5 years 94 1 114 0 2 1 1 1 1 0 0 0 0 0 0 1 0 0 0 2 218

6 years 73 1 92 0 2 1 0 1 2 0 0 1 0 1 1 0 0 0 0 3 178

7 years 89 2 86 0 0 0 2 1 1 0 0 0 0 2 0 0 0 0 0 1 184

8 years 73 0 64 0 2 2 0 1 1 1 0 1 0 0 0 0 0 0 0 3 148

9 years 67 0 52 0 2 1 4 0 2 1 0 0 0 1 1 0 0 0 0 4 135

10 years 98 0 88 0 3 3 0 0 2 1 0 0 0 1 1 0 0 0 0 6 203

11 years 67 0 39 0 1 1 2 0 0 0 0 0 0 0 0 0 0 0 0 0 110

12 years 93 1 36 0 1 0 0 1 2 0 0 0 0 2 0 0 0 0 0 0 136

13 years 72 2 32 1 2 0 0 0 2 0 0 0 0 0 1 0 0 0 0 1 113

14 years 61 1 36 1 0 0 0 0 0 0 0 0 0 2 0 0 0 0 0 2 103

15 years 81 3 54 0 1 0 0 0 1 1 0 0 0 0 0 0 0 0 0 1 142

16 years 54 1 34 0 1 1 0 0 1 0 0 0 0 0 0 1 0 0 0 0 93

17 years 63 1 29 0 1 0 0 0 3 0 0 0 0 1 0 0 0 0 0 1 99

18 years 46 1 41 0 0 0 0 0 1 1 0 0 0 0 0 0 0 0 0 1 91

19 years 51 2 26 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 79

20 years 48 1 47 1 0 2 0 0 1 1 0 0 0 0 0 0 0 0 0 2 103

21 years 31 0 18 0 1 0 1 0 1 2 0 0 0 0 0 0 0 0 0 0 54

22 years 32 0 20 0 0 0 0 1 0 1 0 0 0 0 0 0 0 0 0 0 54

23 years 22 0 15 1 0 0 0 0 0 1 0 0 0 0 0 0 0 0 0 0 39

24 years 24 1 33 0 2 0 0 0 2 1 0 0 0 0 0 0 0 0 0 0 63

25 years 25 1 37 2 2 0 0 1 1 0 0 0 0 0 1 0 0 0 0 0 70

26 years 22 0 22 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0 0 2 47

27 years 15 0 25 0 1 0 0 0 0 1 0 0 1 1 0 0 0 0 0 0 44

28 years 12 1 26 0 0 0 1 0 1 0 0 0 0 0 0 0 0 0 0 1 42

29 years 7 1 16 0 0 0 0 0 1 0 0 0 0 0 0 0 0 0 0 1 26

30 years 19 1 36 1 1 0 1 0 1 0 0 0 0 0 0 0 0 0 0 0 60

31 years 9 0 6 0 1 0 0 0 0 2 0 0 0 0 0 0 0 0 0 0 18

32 years 6 0 13 2 0 0 0 0 0 1 0 0 0 0 0 0 0 0 0 0 22

33 years 7 1 16 1 0 0 0 0 0 2 0 0 0 0 0 0 0 0 0 0 27

34 years 2 0 17 2 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 21

35 years 7 0 16 1 0 0 0 0 1 1 0 0 0 0 0 0 0 0 0 0 26

36 years 1 0 10 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0 0 0 12

37 years 4 0 6 1 0 0 0 0 1 0 0 0 1 1 0 0 0 0 0 0 14

38 years 1 0 3 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 5

39 years 3 0 2 0 0 0 0 0 1 0 0 0 0 0 0 0 0 0 0 0 6

40 years or longer 3 0 4 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 8

Total 1,717 37 1,923 18 38 17 16 16 41 29 0 2 2 17 10 3 0 0 0 50 3,936

(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
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Less than 1 year 389 7 424 3 9 0 3 3 5 4 0 0 0 5 2 1 0 0 0 9 864

1 year 267 2 397 1 7 2 3 3 3 6 0 1 0 1 4 0 0 0 0 7 704

2 years 184 3 290 3 3 2 2 4 5 2 0 0 0 3 0 0 0 0 0 7 508

3 years 128 3 259 4 4 1 0 1 2 2 0 0 0 1 1 0 0 0 0 9 415

4 years 114 3 136 2 3 2 3 0 3 0 0 0 0 2 1 1 0 0 0 1 271

5 years 101 2 151 3 2 2 1 2 3 0 0 0 0 1 0 1 0 0 0 5 274

6 years 75 1 92 0 0 2 0 0 5 1 0 0 0 0 0 0 0 0 0 1 177

7 years 67 3 51 1 0 0 0 1 1 0 0 0 0 1 0 0 0 0 0 1 126

8 years 72 1 29 1 2 3 0 0 0 0 0 1 0 0 0 0 0 0 0 1 110

9 years 30 0 21 0 0 2 2 0 2 2 0 0 0 1 0 0 0 0 0 1 61

10 years 57 1 32 0 1 0 0 1 0 0 0 0 0 0 1 0 0 0 0 2 95

11 years 25 1 8 0 1 0 1 1 0 2 0 0 0 0 0 0 0 0 0 0 39

12 years 31 1 4 0 0 0 1 0 1 2 0 0 0 1 0 0 0 0 0 0 41

13 years 19 0 4 0 0 0 0 0 0 1 0 0 0 1 1 0 0 0 0 1 27

14 years 21 0 4 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 2 28

15 years 23 1 3 0 2 0 0 0 1 1 0 0 0 0 0 0 0 0 0 1 32

16 years 15 0 2 0 0 0 0 0 1 0 0 0 0 0 0 0 0 0 0 0 18

17 years 8 0 1 0 0 0 0 0 0 3 0 0 0 0 0 0 0 0 0 0 12

18 years 15 0 1 0 0 0 0 0 1 0 0 0 0 0 0 0 0 0 0 0 17

19 years 13 2 4 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 19

20 years 17 1 1 0 0 1 0 0 1 1 0 0 0 0 0 0 0 0 0 1 23

21 years 4 0 1 0 0 0 0 0 1 0 0 0 0 0 0 0 0 0 0 0 6

22 years 10 1 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 12

23 years 7 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 7

24 years 4 1 0 0 3 0 0 0 2 1 0 0 0 0 0 0 0 0 0 0 11

25 years 4 0 3 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 7

26 years 4 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 4

27 years 2 0 1 0 0 0 0 0 0 0 0 0 1 0 0 0 0 0 0 0 4

28 years 3 0 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0 0 0 0 4

29 years 1 2 0 0 0 0 0 0 0 0 0 0 1 0 0 0 0 0 0 1 5

30 years 3 1 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0 0 0 0 5

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

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

33 years 0 0 1 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0 0 0 2

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

35 years 1 0 1 0 0 0 0 0 1 0 0 0 0 0 0 0 0 0 0 0 3

36 years 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

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

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

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

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

Total 1,717 37 1,923 18 38 17 16 16 41 29 0 2 2 17 10 3 0 0 0 50 3,936

(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.



II

2 Report on the Project to Collect, Analyze, and Provide Medical Adverse Event Information

- 81 -

Fig. II-2-13     (YA-30-C) Number of Years Person Involved Has Been Working at the Current Department
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Less than 1 year 389 7 424 3 9 0 3 3 5 4 0 0 0 5 2 1 0 0 0 9 864

1 year 267 2 397 1 7 2 3 3 3 6 0 1 0 1 4 0 0 0 0 7 704

2 years 184 3 290 3 3 2 2 4 5 2 0 0 0 3 0 0 0 0 0 7 508

3 years 128 3 259 4 4 1 0 1 2 2 0 0 0 1 1 0 0 0 0 9 415

4 years 114 3 136 2 3 2 3 0 3 0 0 0 0 2 1 1 0 0 0 1 271

5 years 101 2 151 3 2 2 1 2 3 0 0 0 0 1 0 1 0 0 0 5 274

6 years 75 1 92 0 0 2 0 0 5 1 0 0 0 0 0 0 0 0 0 1 177

7 years 67 3 51 1 0 0 0 1 1 0 0 0 0 1 0 0 0 0 0 1 126

8 years 72 1 29 1 2 3 0 0 0 0 0 1 0 0 0 0 0 0 0 1 110

9 years 30 0 21 0 0 2 2 0 2 2 0 0 0 1 0 0 0 0 0 1 61

10 years 57 1 32 0 1 0 0 1 0 0 0 0 0 0 1 0 0 0 0 2 95

11 years 25 1 8 0 1 0 1 1 0 2 0 0 0 0 0 0 0 0 0 0 39

12 years 31 1 4 0 0 0 1 0 1 2 0 0 0 1 0 0 0 0 0 0 41

13 years 19 0 4 0 0 0 0 0 0 1 0 0 0 1 1 0 0 0 0 1 27

14 years 21 0 4 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 2 28

15 years 23 1 3 0 2 0 0 0 1 1 0 0 0 0 0 0 0 0 0 1 32

16 years 15 0 2 0 0 0 0 0 1 0 0 0 0 0 0 0 0 0 0 0 18

17 years 8 0 1 0 0 0 0 0 0 3 0 0 0 0 0 0 0 0 0 0 12

18 years 15 0 1 0 0 0 0 0 1 0 0 0 0 0 0 0 0 0 0 0 17

19 years 13 2 4 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 19

20 years 17 1 1 0 0 1 0 0 1 1 0 0 0 0 0 0 0 0 0 1 23

21 years 4 0 1 0 0 0 0 0 1 0 0 0 0 0 0 0 0 0 0 0 6

22 years 10 1 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 12

23 years 7 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 7

24 years 4 1 0 0 3 0 0 0 2 1 0 0 0 0 0 0 0 0 0 0 11

25 years 4 0 3 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 7

26 years 4 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 4

27 years 2 0 1 0 0 0 0 0 0 0 0 0 1 0 0 0 0 0 0 0 4

28 years 3 0 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0 0 0 0 4

29 years 1 2 0 0 0 0 0 0 0 0 0 0 1 0 0 0 0 0 0 1 5

30 years 3 1 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0 0 0 0 5

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

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

33 years 0 0 1 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0 0 0 2

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

35 years 1 0 1 0 0 0 0 0 1 0 0 0 0 0 0 0 0 0 0 0 3

36 years 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

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

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

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

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

Total 1,717 37 1,923 18 38 17 16 16 41 29 0 2 2 17 10 3 0 0 0 50 3,936

(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 233 7.6
Blood transfusion 10 0.3
Treatment/procedure 818 26.8
Medical device, etc. 72 2.4
Drainage tube or other tube 197 6.5
Examination 161 5.3
Nursing care 1,137 37.3
Others 421 13.8

Total 3,049 100.0
(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 276 9.1
High potential of residual disability 301 9.9
Low potential of residual disability 825 27.1
No potential of residual disability 825 27.1
No disability 705 23.1
Unknown 117 3.8

Total 3,049 100.0
(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 306 8.1
Anesthesiology 118 3.1
Cardiovascular medicine 204 5.4
Neurology 87 2.3
Respiratory tract medicine 157 4.1
Gastrointestinal medicine 240 6.3
Hematology 81 2.1
Circulatory surgery 29 0.8
Allergy 7 0.2
Rheumatism 27 0.7
Pediatrics 204 5.4
General surgery 307 8.1
Orthopedics 475 12.5
Plastic surgery 32 0.8
Cosmetic surgery 0 0
Neurosurgery 161 4.2
Respiratory surgery 66 1.7
Cardiovascular surgery 120 3.2
Pediatric surgery 27 0.7
Pain clinic 1 0
Dermatology 60 1.6
Urology 121 3.2
Venereology 0 0
Proctology 5 0.1
Gynecology/Obstetrics 66 1.7
Obstetrics 14 0.4
Gynecology 32 0.8
Ophthalmology 58 1.5
Otolaryngology 93 2.5
Psychosomatic medicine 4 0.1
Psychiatry 193 5.1
Rehabilitation 22 0.6
Radiology 50 1.3
Dentistry 18 0.5
Orthodontics 2 0.1
Pediatric dentistry 0 0
Dental/oral surgery 40 1.1
Unknown 6 0.2
Others 360 9.5

Total 3,793 100
(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 3,827 46.2
Neglect to check 1,025 12.4
Neglect to observe 830 10.0
Delayed (neglected) reporting 95 1.1
Inadequate documentation 80 1.0
Inadequate coordination 463 5.6
Inadequate (neglected) explanation to patient 438 5.3
Misjudgment 896 10.8

Human factors 1,551 18.6
Lack of knowledge 433 5.2
Deficiency of technique/skill 393 4.7
Busy working condition 316 3.8
Under unusual physical condition 58 0.7
Under unusual psychological condition 78 0.9
Others 273 3.3

Environment/facilities and devices 1,464 17.6
Computerized system 53 0.6
Drug 79 1.0
Medical device 127 1.5
Facility 142 1.7
Other items 92 1.1
Patient side 802 9.7
Others 169 2.0

Others 1,435 17.4
Education/training 518 6.3
System 133 1.6
Inadequate rules 248 3.0
Others 536 6.5

Total 8,277 100.0
(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 12 0.4

Death or disability due to nosocomial infection 2 0.1
Suicide or suicide attempt of patient 75 2.5
Disappearance of inpatient 11 0.4
Burn of patient 28 0.9
Electric shock of patient 0 0
Death or disability of patient due to facility fire 2 0.1
Handling over of infant to wrong parent 0 0
No applicable option 2,919 95.7

Total 3,049 100.0
(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 233
Hand-written prescription 0 0 0 0 0 0 0
Order given for a prescription to be written 0 1 1 9 16 1 28
Verbal prescription 0 0 0 0 1 0 1
Hand-written change of prescription 0 0 0 0 0 0 0
Order given for a prescription to be changed 0 0 1 2 0 0 3
Verbal change of prescription 0 0 0 0 0 0 0
Prescription, others 1 0 0 1 1 0 3
Oral drug dispensing 0 0 2 3 7 1 13
Injection dispensing 0 1 0 2 3 1 7
Blood product dispensing 0 0 0 0 0 0 0
External application dispensing 0 0 0 0 0 1 1
Dispensing, others 0 0 0 0 0 0 0
Oral drug management 0 0 0 2 0 0 2
Injection drug management 0 0 0 1 2 1 4
Blood product management 0 0 0 0 0 0 0
External medicine management 0 0 0 0 1 0 1
Drug product management, others 0 0 1 0 0 0 1
Drug preparation 0 0 0 1 9 0 10
Subcutaneous/intramuscular injection 0 0 2 4 8 1 15
Intravenous injection 4 4 7 16 26 1 58
Arterial injection 0 0 0 0 0 0 0
Peripheral intravenous infusion 2 3 3 7 2 1 18
Central venous injection 1 1 3 4 7 0 16
Oral administration 1 1 3 11 10 2 28
External application 0 0 1 0 4 0 5
Suppository 0 0 0 0 0 0 0
Inhalant 0 0 0 1 0 0 1
Nose drop/eye drop/ ear drop 0 0 1 0 0 0 1
Other drug administration 0 1 5 5 5 1 17

Related to blood transfusion 10
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 1 0 0 0 0 1
Practice 0 0 0 0 0 0 0
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 1 0 1
Transfusion preparation, others 0 0 0 0 0 1 1
Practice 0 0 1 2 3 0 6
Transfusion practice, others 0 0 0 1 0 0 1

Related to treatment/procedure 818
Hand-written orders 0 0 1 0 0 0 1
Order given for orders to be written 0 0 0 0 1 0 1
Verbal orders 1 0 3 0 2 0 6
Hand-written change of orders 0 0 0 0 0 0 0
Order given for orders to be changed 0 0 0 0 0 0 0

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

potential 
of residual 
disability

Low 
potential 

of residual 
disability

No 
potential 

of residual 
disability

No 
disability Unknown Aggregate 

total

Verbal change of order 0 0 0 0 0 0 0
Order, others 0 8 28 4 1 1 42
Management 19 12 14 10 10 2 67
Management, others 1 2 1 0 0 1 5
Preparation 0 1 3 2 2 0 8
Preparation, others 0 1 2 0 2 0 5
Conducting 64 87 162 179 137 19 648
Treatment/procedure, others 9 3 7 8 8 0 35

Related to use/management of medical device and materials 72
Hand-written orders 0 0 0 0 0 0 0
Order given for orders to be written 0 0 0 0 0 0 0
Verbal order 0 0 0 1 0 0 1
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 1 3 0 0 4
Management 3 0 0 4 2 3 12
Preparation 2 0 0 1 1 0 4
While using 2 3 9 13 24 0 51

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 4 0 1 1 6
Management 2 2 5 15 14 2 40
Preparation 0 2 1 2 1 0 6
While using 3 7 28 43 58 6 145

Related to examination 161
Hand-written orders 0 0 0 0 0 0 0
Order given for orders to be written 0 0 0 0 3 0 3
Verbal order 0 0 0 1 0 0 1
Change of order by hand 0 0 0 0 0 0 0
Order given for orders to be changed 0 1 0 0 0 0 1
Verbal change of order 0 0 0 0 0 0 0
Order, others 1 0 5 3 0 0 9
Management 0 2 4 7 0 2 15
Preparation 1 1 2 1 3 1 9
While conducting 10 20 14 29 41 9 123

Related to nursing care 1,137
Hand-written plans or orders 0 1 9 0 4 0 14
Order given for plans or orders to be written 1 1 4 4 0 0 10
Verbal plan or order 1 0 1 0 0 1 3
Hand-written change of plans or orders 0 1 0 0 0 0 1
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 1 4 16 9 0 0 30
Management 37 44 188 151 94 17 531
Preparation 0 0 4 6 4 0 14
While conducting 23 49 188 159 89 26 534

Others 86 36 90 98 97 14 421
Total 276 301 825 825 705 117 3,049

- 86 -



II

2 Report on the Project to Collect, Analyze, and Provide Medical Adverse Event Information

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 233
Forgot to prescribe 0 0 2 1 0 0 3
Prescription delay 0 0 0 0 0 0 0
Dose error 0 0 1 8 5 0 14
Double prescription 0 0 0 0 1 0 1
Prescription of contraindicated drug 0 0 0 2 4 1 7
Misidentification of patient to receive the prescription 0 0 0 0 1 1 2
Mix-up in the prescribed drug 0 0 0 0 4 0 4
Wrong unit prescribed 0 0 1 0 2 0 3
Wrong dosing method prescribed 0 0 0 0 0 0 0
Prescription, others 1 1 1 2 1 0 6
Forgot to dispense 0 0 0 0 0 0 0
Prescription/prescription for injection checking error 0 0 0 0 0 0 0
Dispensing error in weighing 0 0 0 1 3 0 4
Error in dose/number 0 1 0 0 2 1 4
Error in packaging 0 0 0 0 0 0 0
Dispensing error in standard 0 0 1 2 2 0 5
Dispensing error in unit 0 0 0 0 0 1 1
Dispensing error in drug 0 0 0 0 2 1 3
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 0 0 0 0
Delivery of expired product 0 0 0 0 0 0 0
Dispensing, others 0 0 0 2 2 0 4
Wrong description on drug bag/bottle 0 0 0 0 1 0 1
Foreign object mixed in 0 0 0 0 0 1 1
Bacterial contamination 0 0 0 0 0 0 0
Expired product 0 0 0 0 0 0 0
Product management, others 0 0 1 1 2 0 4
Overdosing preparation 0 0 0 1 4 0 5
Underdosing preparation 0 0 0 0 1 0 1
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 1 0 1
Dosing speed too slow 0 0 0 0 0 0 0
Patient misidentification 0 0 0 1 0 0 1
Drug mix-up 0 0 0 0 5 0 5
Wrong unit 0 0 0 0 0 0 0
Wrong dosing method 0 0 1 0 0 0 1
Neglected to dose 0 0 0 0 0 0 0
Wrong mixture 0 0 0 0 0 0 0
Dosing preparation, others 0 0 0 0 1 0 1
Overdose 1 2 5 8 15 0 31
Underdose 0 1 0 0 0 0 1
Wrong dosing time/date 0 0 0 1 1 0 2
Double dosing 0 0 0 1 1 0 2
Dosing of contraindicated drug 0 0 2 2 2 0 6
Dosing speed too fast 2 0 1 2 6 0 11
Dosing speed too slow 0 0 0 0 1 0 1
Patient misidentification 0 0 1 2 7 2 12
Drug mix-up 0 1 4 1 7 0 13
Wrong unit 0 0 0 0 0 0 0
Wrong dosing method 0 0 1 3 6 0 10

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

potential 
of residual 
disability

Low 
potential 

of residual 
disability

No 
potential 

of residual 
disability

No 
disability Unknown Aggregate 

total

Neglected to dose 0 0 1 3 1 0 5
Dosing, others 5 6 7 25 11 3 57

Related to blood transfusion 10
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 0 0 0 0
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 1 0 0 1
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 1 0 0 1 1 3
Overdose 0 0 0 0 0 0 0
Underdose 0 0 0 0 0 0 0
Wrong dosing time/date 0 0 0 0 0 0 0
Double dosing 0 0 0 0 0 0 0
Dosing of contraindicated drug 0 0 0 0 0 0 0
Dosing speed too fast 0 0 0 0 0 0 0
Dosing speed too slow 0 0 0 0 0 0 0
Patient misidentification 0 0 0 0 2 0 2
Drug 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 2 1 0 4
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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 818
Forgot to order 0 0 0 0 0 0 0
Order delay 0 0 3 0 0 0 3
Misidentification of patient subject to the order 0 0 0 0 0 0 0
Order for the wrong treatment/procedure 0 0 0 1 2 0 3
Wrong date 0 0 0 0 0 0 0
Wrong time 0 0 0 0 0 0 0
Order for treatment/procedure, others 1 1 2 0 2 1 7
Treatment/procedure management 22 12 11 7 9 1 62
Treatment/procedure management, others 3 4 1 3 2 0 13
Wrong medical materials 0 0 0 1 0 0 1
Wrong patient position 0 0 1 0 0 1 2
Error in sterilization/cleaning technique 0 0 0 0 0 0 0
Preparation for treatment/procedure, others 0 2 3 2 0 1 8
Patient misidentification 0 0 0 2 0 0 2
Wrong site treatment/procedure 1 2 9 7 10 0 29
Wrong method (technique) 8 17 45 41 20 2 133
Neglected/forgotten 1 0 1 0 1 1 4
Cancellation/postponement 0 0 1 0 0 0 1
Wrong date/time 0 0 0 0 0 0 0
Wrong turn 0 1 0 0 0 0 1
Unnecessary treatment/procedure 0 1 3 0 3 0 7
Aspiration 1 0 1 2 2 0 6
Accidental ingestion 0 0 0 0 1 0 1
Retained foreign object 0 2 21 23 21 4 71
Wrong examination/treatment, others 0 0 1 3 1 0 5
Conducting treatment/procedure, others 57 72 118 111 89 12 459

Related to use/management of medical devices and materials 72
Forgot to order 0 0 0 0 0 0 0
Order delay 0 0 0 0 0 0 0
Misidentification of patient subject to the order 0 0 0 0 0 0 0
Order for the wrong usage 0 0 0 0 0 0 0
Use of medical devices and materials, others 0 0 0 0 0 0 0
Poor maintenance/inspection 0 0 0 0 0 0 0
Forgot to maintain/inspect 0 0 0 0 0 0 0
Neglect in inspection/management during device operation 2 0 0 1 1 1 5
Breakage 0 0 0 1 0 1 2
Management of medical devices and materials, others 1 0 0 2 0 0 3
Assembly 0 0 0 0 1 0 1
Error in condition setup 1 0 0 1 1 1 4
Forgot to set up 1 0 0 0 1 0 2
Forgot to turn on power 0 0 0 0 0 0 0
Forgot to set alarm 0 0 0 0 0 0 0
Error in range of alarm setup 0 0 0 0 0 0 0
Forgot to reset alarm after canceling for convenience sake 0 0 0 0 0 0 0
Error in sterilization/cleaning technique 0 0 0 0 0 0 0
Neglect in inspection/management before device operation 0 0 0 1 1 0 2
Breakage 0 0 0 0 0 0 0
Preparation of medical devices and materials, others 0 0 1 0 1 0 2
Inappropriate use of medical devices and materials 1 1 1 5 5 0 13
Malfunction 0 0 1 2 1 0 4
Failure 0 0 0 2 1 0 3
Breakage 0 0 1 3 3 0 7
Use of medical devices and materials, others 1 2 6 4 11 0 24
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potential 
of residual 
disability

Low 
potential 

of residual 
disability

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 1 0 1
Order delay 0 0 0 0 0 0 0
Misidentification of patient subject to the order 0 0 0 0 0 0 0

Wrong usage ordered 0 0 0 0 0 0 0
Order for use/management of drainage tube or 
other tube, others 0 1 0 0 1 0 2

Forgot to inspect 0 0 0 0 0 0 0
Poor inspection 0 0 0 1 0 0 1
Neglect in inspection/management during device operation 1 0 0 3 3 0 7
Breakage 0 0 0 0 2 0 2
Management of drainage tube or other tube 0 0 3 4 3 1 11
Assembly 0 1 0 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
Error in sterilization/cleaning technique 0 1 0 0 0 0 1
Neglect in inspection/management before device operation 0 0 0 0 0 0 0
Preparation of drainage tube or other tube, others 0 0 1 1 0 0 2
Infusion leakage 0 1 3 1 3 0 8
Self-removal 0 2 3 5 9 3 22
Spontaneous dislodgment 1 1 2 5 13 0 22
Disconnection 0 0 2 3 1 0 6
Neglected to connect 0 0 0 0 0 0 0
Blockage 1 2 1 2 4 0 10
Severance/ breakage 0 1 6 10 13 3 33
Wrong connection 0 0 0 0 1 1 2
Error in operation of T-shaped stopcock 0 0 0 1 0 0 1
Route clamp error 0 0 0 0 2 0 2
Air bubble in tube 0 0 0 0 0 0 0
Malfunction 0 0 0 1 0 0 1
Failure 0 0 0 0 0 0 0
Inappropriate use of drainage tube or other tube 0 0 2 2 0 0 4
Use of drainage tube or other tube, others 2 1 15 21 17 1 57

Related to examination 161
Forgot to order 1 0 0 1 1 0 3
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 1 1 0 1 1 4
Management of analysis device/equipment 0 0 0 0 0 0 0
Reagent management 0 0 0 0 0 0 0
Lost data 0 0 0 0 0 0 0
Calculation, entry, memorization 0 0 0 0 0 0 0
Examination management, others 0 1 2 4 0 0 7

Patient misidentification 0 0 0 0 0 0 0

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 0 0 1 0 1
Sample breakage 0 0 0 0 0 0 0
Examination preparation, others 1 2 2 1 2 1 9
Patient misidentification 0 0 0 1 9 0 10
Sample misidentification 0 3 0 0 1 0 4
Wrong reagent 0 0 2 0 0 0 2
Lost sample 0 0 0 0 1 0 1
Wrong examination/evaluation technique 1 5 2 5 2 2 17
Error in sample collection 0 0 0 0 2 0 2

- 90 -



II

2 Report on the Project to Collect, Analyze, and Provide Medical Adverse Event Information

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

Sample breakage 0 0 0 0 0 0 0
Sample contamination 0 0 0 1 0 0 1
Wrong data 0 0 0 0 0 0 0
Result reporting 0 1 3 3 3 3 13
Examination conducting, others 9 11 13 25 23 5 86

Related to nursing care 1,137
Forgot to make plan or give order 0 0 1 0 0 0 1
Plan or order delay 0 0 1 1 0 0 2
Misidentification of patient subject to the plan/order 0 0 0 0 0 0 0
Wrong plan or order 0 0 0 0 0 0 0
Plan or order of nursing care, others 1 0 4 0 3 1 9

Restraint 0 1 1 2 1 0 5

Wrong meal 0 0 1 0 0 0 1
Rest ordered 0 2 3 1 0 0 6
Ordered meal prohibition 0 0 0 0 0 0 0
Permission for going out/staying out 2 0 1 0 3 0 6
Foreign object mixed in 0 0 1 0 0 0 1
Fall 9 46 262 187 88 26 618
Fall from bed 4 11 28 26 13 3 85
Collision 0 0 2 1 2 0 5
Aspiration 16 8 1 2 5 3 35
Accident injection 0 0 2 3 11 0 16
Wrong meal served 0 0 0 0 0 0 0
Delay 1 0 0 0 0 0 1
Forgot to conduct 0 0 0 0 0 0 0
Wrong transportation 0 0 0 0 0 0 0
Patient misidentification 0 0 0 0 1 0 1
Forgot to postpone meal 0 0 0 0 0 0 0
Forgot to cancel 0 0 0 0 0 0 0
Forgot to take/inject self -administered drug 0 0 1 0 0 0 1
Forgot to infuse self -administered drug 0 0 0 0 0 0 0
Taking wrong self-administered drug 0 0 0 0 0 0 0
Unnecessary nursing care 0 0 2 0 0 0 2
Nursing care management/preparation/
conducting, others

30 32 99 106 64 11 342

Others 86 36 90 98 97 14 421
Total 276 301 825 825 705 117 3,049
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Fig. II-2-21    (YA-68-C) Clinical Department and Summary of Event

Clinical department 
× 

Summary of event
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Internal medicine 36 1 34 6 14 16 149 50 306

Anesthesiology 13 2 70 5 14 1 2 11 118

Cardiovascular medicine 19 0 79 6 8 22 56 14 204

Neurology 6 0 5 1 5 3 54 13 87

Respiratory tract medicine 9 0 19 3 7 11 90 18 157

Gastrointestinal medicine 18 0 92 4 12 24 65 25 240

Hematology 11 2 13 0 3 9 26 17 81

Circulatory surgery 0 0 15 1 4 2 5 2 29

Allergy 1 0 1 0 0 1 3 1 7

Rheumatism 3 0 1 0 0 0 12 11 27

Pediatrics 26 1 23 4 21 5 103 21 204

General surgery 20 1 111 6 29 16 83 41 307

Orthopedics 18 1 85 6 14 13 276 62 475

Plastic surgery 2 0 13 1 1 0 11 4 32

Cosmetic surgery 0 0 0 0 0 0 0 0 0

Neurosurgery 7 0 47 1 12 5 69 20 161

Respiratory surgery 4 0 29 2 8 5 11 7 66

Cardiovascular surgery 5 1 59 11 11 3 16 14 120

Pediatric surgery 2 0 12 1 3 1 5 3 27

Pain clinic 0 0 0 0 0 0 1 0 1

Dermatology 5 0 10 1 2 6 27 9 60

Urology 10 0 49 4 12 6 26 14 121

Venereology 0 0 0 0 0 0 0 0 0

Proctology 0 0 3 0 1 0 0 1 5

Gynecology/Obstetrics 4 0 37 4 3 1 10 7 66

Obstetrics 0 1 6 1 1 1 1 3 14

Gynecology 2 1 13 0 4 0 4 8 32

Ophthalmology 3 0 16 2 0 3 24 10 58

Otolaryngology 3 0 32 2 5 6 26 19 93

Psychosomatic medicine 0 0 1 0 1 0 1 1 4

Psychiatry 9 0 7 1 1 2 131 42 193

Rehabilitation 1 0 4 0 0 0 12 5 22

Radiology 3 0 18 1 3 11 3 11 50

Dentistry 0 0 16 0 0 0 1 1 18

Orthodontics 0 0 1 0 0 0 1 0 2

Pediatric dentistry 0 0 0 0 0 0 0 0 0

Dental/oral surgery 2 0 23 0 0 1 9 5 40

Unknown 0 0 1 0 1 1 1 2 6

Others 33 1 75 12 44 27 117 51 360

Total 275 12 1,020 86 244 202 1,431 523 3,793

(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

Cause of event × 
Summary of event
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Action of the person involved 3,827

Neglect to check 165 9 249 43 88 75 289 107 1,025

Neglect to observe 29 2 143 20 55 15 475 91 830

Delayed (neglected) 
reporting

8 1 18 2 4 6 38 18 95

Inadequate 
documentation

12 1 20 4 3 7 24 9 80

Inadequate 
coordination

46 3 113 19 34 20 169 59 463

Inadequate (neglected) 
explanation to patient

15 0 62 5 14 15 289 38 438

Misjudgment 53 3 257 15 62 41 382 83 896

Human factors 1,551

Lack of knowledge 59 4 83 17 37 15 169 49 433

Deficiency of technique/
skill

14 0 160 12 33 27 118 29 393

Busy working condition 41 2 57 11 21 13 141 30 316

Under unusual physical 
condition

5 0 27 4 1 3 8 10 58

Under unusual 
psychological condition

16 1 21 3 8 6 18 5 78

Others 11 1 76 10 16 14 87 58 273

Environment/facilities and devices 1,464

Computerized system 24 1 9 1 0 11 0 7 53

Drug 41 0 10 0 2 5 13 8 79

Medical device 4 0 44 32 17 7 14 9 127

Facility 3 2 11 6 5 4 79 32 142

Other items 2 0 16 4 17 4 31 18 92

Patient side 8 0 127 4 25 14 524 100 802

Others 8 0 55 6 19 6 41 34 169

Others 1,435

Education/training 41 3 80 22 41 22 246 63 518

System 18 3 31 10 6 17 19 29 133

Inadequate rules 30 3 60 14 20 24 76 21 248

Others 23 0 231 5 34 33 92 118 536

Total 676 39 1,960 269 562 404 3,342 1,025 8,277

(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, 2013 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, 2013 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. 19 30
National Hospital Organization 70 117
National Centers for Advanced and Specialized 
Medical Care 3 4

National Hansen’s Disease Sanatorium 4 11
Japan Labour Health and Welfare Organization 20 28
Other national organizations 0 0

Municipality

Prefecture 17 27
City/village 69 122
Japan Association of Municipal and Prefectural 
Municipality Colleges and Universities 4 8

Local independent administrative institutions 8 23

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 18

National Health Insurance Association Federation 0 2
All Japan Federation of Social Insurance Associations 25 44
Employees’ Pension Welfare Corporation 1 1
Japanese Crew Insurance Foundation 0 0
Health Insurance Union and their associations 0 1
Mutual Aid Associations and their associations 12 20
National Health Insurance Society 1 1

Corporation

School juridical organization 31 45
Healthcare corporation 189 373
Charitable organization 24 53
Company 3 12
Other corporation 18 38

Individual practitioner 31 47
Total 611 1,125
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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. The collection period for this Annual Report includes the period from July 
22 to September 16, when use of the reporting system for the project was suspended. Consequently, the number 
of applications for registration received from medical institutions between July and September is lower than it 
would usually be during a quarter. 

Fig. II-3-2     (YH-02) Number of Registrations of Voluntarily Participating Medical Institutions for the 
near-miss event reporting

2013
January February March April May June July August September October November December

Number of voluntarily 
participating medical 
institutions for event 
information

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

Number of rejected 
registrations 0 0 0 3 1 0 0 0 1 2 1 1

Accumulated total 599 604 607 610 609 610 610 610 610 611 611 611
Number of voluntarily 
participating medical 
institutions

7 5 4 11 1 3 0 0 2 5 2 1

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

Accumulated total 1,099 1,103 1,107 1,115 1,115 1,118 1,118 1,118 1,120 1,122 1,124 1,125
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[2] Information on the Number of Occurrences about Them Made by 
Voluntarily Participating Medical Institutions

(1) Information on the Number of Occurrences about Them Made by Voluntarily 
Participating Medical Institutions

The reports of the information on the number of occurrences between January 1 and December 31, 2013 are 
shown below. The collection period for this Annual Report includes the period from July 22 to September 16, 
when use of the reporting system for the project was suspended. Consequently, the number of applications for 
registration received from medical institutions between July and September is lower than it would usually be 
during a quarter.

Fig. II-3-3     (YNR-01) Information on the Number of Occurrences about Them Made by All Medical 
Institutions

Items

Erroneous medical procedures

Total

Not performed

Performed

Effects (if actions in question had been done)

Patients would have 
died or had serious 

conditions

Patients would have 
required intensive 

procedure/treatment

Patients would 
have required minor 

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

(1) Drug 387 3,032 63,431 135,003 201,853

(2) Blood transfusion 106 127 1,195 1,997 3,425

(3) Treatment/procedure 199 1,004 7,873 23,631 32,707

(4) Medical device, etc. 114 447 6,283 11,452 18,296

(5) Drainage tube or other tube 115 1,026 17,037 76,287 94,465

(6) Examination 135 1,001 16,039 33,247 50,422

(7) Nursing care 178 1,689 38,975 97,382 138,224

(8) Others 346 1,341 29,437 38,566 69,690

Total 1,580 9,667 180,270 417,565 609,082

Re-posted
[1] Events involving name or 
dosage form of drug 99 495 3,308 10,848 14,750

[2] Events involving drug 242 1,507 21,954 50,657 74,360
[3] Events involving medical 
device, etc. 107 299 2,486 6,348 9,240

[4] Current theme 13 135 798 3,226 4,172

Number of reporting medical institutions 561

Total number of beds 226,099
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[3] Number of Reports Made by Voluntarily Participating Medical 
Institutions for Medical Near-miss Event Information

(1) Number of Monthly Reports Made by Voluntarily Participating Medical 
Institutions for Medical Near-miss Event Information

The number of monthly reports made by voluntarily participating medical institutions for the medical near-
miss event information between January 1 and December 31, 2013 is shown below. The collection period for 
this Annual Report includes the period from July 22 to September 16, when use of the reporting system for 
the project was suspended. Consequently, the number of applications for registration received from medical 
institutions between July and September is lower than it would usually be during a quarter.

Fig. II-3-4     (YH-03) Number of Monthly Reports Made by Voluntarily Participating Medical 
Institutions for Event Information

2013 Total
January February March April May June July August September October November December

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

4,013 2,008 1,986 3,775 1,386 1,820 2,224 0 4,045 4,566 2,183 1,785 29,791

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

599 604 607 610 609 610 610 610 610 611 611 611 —
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III Current Analysis of Medical Near-miss/Adverse Event 
Information

Both medical adverse event information and medical near-miss information were collected in the project 
launched in 2004. Since 2005, medical adverse event information and medical near-miss information covered 
by individual themes have been comprehensively analyzed.

1 Project Overview and Expert Division Activities
[1] Selection of Themes for Information to be Analyzed
Themes subject to analysis have been selected based on expert opinions and in light of (1) generality/
universality, (2) event frequency, (3) effect on patients, (4) preventability/avoidability, and (5) ability to serve 
as an object lesson.

[2] Information to be Analyzed
After being selected from the information provided for the project, medical adverse event information and 
medical near-miss information related to predetermined themes was selected and analyzed. Regarding medical 
near-miss information, individual Analysis Groups have determined relevant themes related to reported events 
and have been collecting descriptive information.

[3] Analysis System
Analysis Groups consisting of medical safety experts have been reviewing all reported medical adverse events 
to understand their outlines and determine the direction of analysis.

Individual Analysis Group meetings have been held to analyze events covered by individual themes. 

[4] Meetings
A list of Management Committee (a subcommittee specified in the JCQHC Act of Endowment) meetings and 
Comprehensive Evaluation Panel meetings for this project held between January 1 and December 31, 2013 is 
shown below. 
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(1) Management Committee
Two meetings of the Management Committee were held between January 1, 2013 and December 31, 2013.

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

Month, Date Agenda

20th February 21, 
2013

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

• Project to Collect Medical Near-miss/Adverse Event Information: Concerning the FY2013 Activity 
Plan (Proposal) and 2013 Budget (Proposal)

• Project to Collect and Analyze Pharmaceutical Near-miss Event Information: Concerning the FY2013 
Activity

• 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

• Examples of the utilization of outcomes of the Medical Adverse Event Prevention Project

21st May 30, 2013

• Project to Collect Medical Near-miss/Adverse Event Information: Outcome for FY2012
• Project to Collect and Analyze Pharmaceutical Near-miss Event Information: Outcome for FY2012
• Concerning the Publication of the English Translations of Medical Safety Information, etc.
• Invitation to host ISQua’s International Conference in Japan

Fig. III-1-2     Comprehensive Evaluation Panel Meeting
Year, 

Month, Date Agenda

43rd February 14, 
2013

• Project to Collect Medical Near-miss/Adverse Event Information: Concerning the 32nd Quarterly 
Report (Draft)

• Concerning Medical Safety Information No.78, 79 and 80 (Draft)
• Project to Collect Medical Near-miss/Adverse Event Information: Concerning the Number of Times 

Information was Accessed on the Website

44th May 9, 2013

• Project to Collect Medical Near-miss/Adverse Event Information: Concerning the 2013 Activity Plan
• Project to Collect Medical Near-miss/Adverse Event Information: Concerning the 33rd Quarterly 

Report (Draft)
• Concerning Medical Safety Information No.81,82 and 83 (Draft)
• Concerning Workshops Hosted by the Division of Adverse Event Prevention
• Invitation to host ISQua’s International Conference in Japan

45th July 11, 2013

• Project to Collect Medical Near-miss/Adverse Event Information: Concerning the 2012 Annual 
Report (Draft)

• Concerning Medical Safety Information No.84 and 85 (Draft)
• Concerning Results of the Follow-up Survey of RCA Workshop Participants

46th August 15, 
2013

• Project to Collect Medical Near-miss/Adverse Event Information: Concerning the 34th Quarterly 
Report (Draft)

• Concerning Medical Safety Information No.86 and 87 (Draft)
• Response to the unauthorized access to the web system

47th November 13, 
2013

• Project to Collect Medical Near-miss/Adverse Event Information: Concerning the 35th Quarterly 
Report (Draft)

• Concerning Medical Safety Information No.86 (addition of events), 88 and 89 (Draft)
• Outline and Outcomes of the FY2013 RCA Workshop
• Revamp and reopening of the web system
• Report on ISQua’s 30th International Conference



III III 

- 102 -

III Current Analysis of Medical Near-miss/Adverse Event Information

[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 2013, 130 requests were made to medical institutions, asking them to provide follow-up information about medical 
adverse events, such as documentation; 123 responses were received during the same year. 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 50
Events related to blood transfusions 1
Events related to treatment/procedure 20
Events related to medical device, etc. 16
Events related to drainage tubes or other tubes 10
Events related to examination 6
Events related to nursing care 8
Others 12

Total 123

Requests for follow-up information in the form of documentation mainly consist of requests for more detailed facts and 
information about background factors after the Analysis Group concerned had analyzed the content of the original report of 
the event. However, requests are also made to medical institutions in cases in which there are omissions in the information 
about the 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.

Five medical institutions where seven 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 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

• Verification of the facts (details of event)
• Verification of the background and causal factors
• Improvement measures, etc.

Attendees from 
the medical 
institution

Hospital Director, Director of the Medical Safety Promotion Office (physician), Deputy Director of the 
Medical Safety Promotion Office (Deputy Nursing Director), Director of the Department of Cardiovascular 
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 
of professional experience. It was not the first time that the 
physician had ordered insulin, but s/he did not check how many 
units the amount ordered would constitute when administered. 
The nurse briefly wondered whether it should be 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 
method and flow rate under the Injection Drug section for 
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 
R, details such as the dilution method and flow rate were not 
specified in the order.

•  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
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•  In ICU and CCU, orders for continuous infusion of insulin 
had been standardized to show the dilution as well, in the 
format “Humulin R + normal saline 20mL” and a reference 
table for this had been set up on the computer terminals used 
in ICU, etc.

○ Physician
•  Physician A from the department of cardiovascular medicine, 

which was co-managing the patient with the neurosurgery 
department, was a first-year senior resident who had moved 
to this medical institution after completing his/her junior 
residency at another medical institution. S/he naturally had 
no experience of ordering a continuous infusion of insulin 
while working on general wards, nor even in CCU.

•  Physician A issued an order for glucose-insulin therapy 
in the format “10% glucose 500mL + Humulin R 10 
units 40mL/h” to treat the patient’s hyperkalemia and 
hyperglycemia.

•  Physician A was under the impression that 1mL of undiluted 
Humulin R was the equivalent of 1 unit, so ordered 
“Humulin R continuous infusion 0.5mL/h” (50 units/h) 
when intending to administer 0.5 units/h.

•  The patient’s blood glucose level was 339mg/dL when 
measured 2 hours later, so Physician A ordered the dosage 
of the continuous infusion of Humulin R to be increased 
to 0.8mL/h (80 units/h), intending that the patient should 
receive 0.8 units/h.

•  About 4 hours later, the patient’s blood glucose level was 
found to be 30mg/dL, so Duty Physician B (in his/her 10th 
year as a physician) from the department of cardiovascular 
medicine, who had come to the ward, ordered the continuous 
infusion of Humulin R to be halted. Physician B was 
unaware at that time that undiluted Humulin R had been 
administered.

•  When Nurse D asked the physician, “Is undiluted OK?,” s/
he replied, “Yes, that’s fine.”

•  The overdose was subsequently discovered when 
Neurosurgeon C noticed that the insulin dosage was high.

○ Nurses
•  Nurse D, who received the order, had about 20 years of 

professional experience, 3 years of which were on this 
ward. However, s/he had no experience of dealing with a 
continuous infusion of Humulin R via a side duct and it 
was the first time that s/he had carried out the process of 
providing a continuous infusion of insulin using a syringe 
from the start.

•  When Nurse D saw the order on the order sheet, s/he 
wondered whether it should be undiluted and checked 
whether anything had been specified on the electronic 
prescription order, but the screen for oral medication 
orders also showed only an order for “Humulin R 1V”. 
Accordingly, thinking that it must be fine to administer the 
drug undiluted because a physician had given the order, s/
he did not check with anybody else.

•  Nurse D removed one partially used vial of Humulin R 
that had already been prescribed for patient use and one 
unopened vial from the refrigerator, and asked Lead Nurse 
E to check the drug.

•  Nurse E had no recollection of having checked the patient’s 
Humulin R with Nurse D.

•  Nurse D drew up 11mL of undiluted Humulin R into a 20mL 
syringe, placed it in a syringe pump, and began administering 
0.5mL/h in accordance with the order. Physician A issued an 
order 2 hours later to “Increase Humulin R to 0.8mL/h,” to 
deal with the patient’s hyperglycemia, so the flow rate was 
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[Improvement measures]
Reported overview of improvement measures 

following adverse event
Findings from the visit

Providing training in the handling of high-risk drugs. Taking 
the decision to ensure that all residents attend the relevant 
courses. Standardizing the Humulin R dilution method used 
at this medical institution and ensuring thorough awareness 
of and compliance with this among all medical staff.

•  After this event occurred, the medical institution decided 
that 1 unit of Humulin R would be diluted to 1mL for use on 
all wards. The medical institution’s internal medical safety 
newsletter informed staff of the standardization of the rules 
for diluting Humulin R, providing the following example of 
its preparation: “Take up 20 units = 0.2mL of Humulin R 
(100 units/mL) in a dedicated insulin syringe. Inject it into 
a syringe containing 20mL of normal saline to make a total 
of 20mL.”

•  The medical safety newsletter informed staff that “1mL of 
insulin preparation = 100 units” and published photographs of 
the insulin vial preparation and dedicated syringes used at the 
medical institution. In addition, these details were published 
in a notice on the top page of the electronic medical record.

•  Details of this event were shared and analyzed at a meeting 
of the medical institution’s risk managers. Each risk manager 
then notified their staff about this event.

•  Following this event, the medical institution plans to run the 
course on the safe management of high-risk drugs again.

increased accordingly. The patient subsequently became 
hypoglycemic, so continuous infusion of insulin was halted, 
at the order of Physician B.

•  When Nurse D did a handover to night shift Nurse F 
concerning the patient, s/he showed Nurse F the order sheet 
and said, “I administered Humulin R undiluted,” whereupon 
Nurse F pointed out that it was never administered 
undiluted. Accordingly, Nurse D checked with Physician A, 
saying, “It was fine to administer it undiluted, wasn’t it?” 
and Physician A replied, “Yes, that’s fine.”

○Education
•  Training on insulin is provided as part of this medical 

institution’s medical safety management training program, 
during the medical safety management training course 
for new staff and staff who have been transferred from 
elsewhere, and during the courses for all staff concerning 
high-risk drugs and the safe management of drugs.

•  The attendance rates at these courses is 80% among nurses 
and 30–40% among physicians.
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Major opinions following on-site visit

○  It appears that internal rules on standardization have been set, but expressing the dilution example as “20 units of insulin = 
0.2mL” could result in 0.2mL (20 units’ worth) being prepared in a syringe other than a dedicated insulin syringe, which could 
lead to another medical adverse event. Perhaps units alone could be used as the unit of notation. In addition, it might be wise 
to stipulate that a dedicated insulin syringe must be used without fail and that ordinary syringes must not be used for insulin.

○  Orders are written in two places – on the handwritten order sheet and on the electronic prescription order – and there is no space 
on the handwritten order sheet to note the time of the order, so it is hard to identify which is the most recent order. It might be 
wise to centralize orders.

○  Perhaps a reference table for Humulin R prescriptions for the continuous infusion of insulin could be set up for general wards 
as well, so that it can be ordered as an injection drug along with normal saline or other diluent.

○  When insulin is prepared using drugs kept on the ward, the prescription audit and dispensing audit processes that should be 
carried out by a pharmacist are omitted. Medical professionals need to be aware that, unlike pharmacists auditing physicians’ 
prescriptions, nurses carry out their duties based on orders from physicians.

○  If a nurse feels doubtful about something, like in this event, when the nurse wondered if it was all right to administer the insulin 
undiluted, it might be wise to use that doubt as a form of safety break, taking the opportunity to ask someone or investigate 
further, rather than overcoming that doubt with the thought that it was a physician’s order so must therefore be correct.

○  Third-year senior residents have completed a two-year training program that gives them experience of a variety of clinical 
departments and have only just chosen their clinical specialism, but they are more or less treated as ordinary physicians. 
Although it is probably difficult to check the content of their orders, there might be a need to think about backup for third- and 
fourth-year physicians.

○  It might be wise to incorporate this event into training courses, in order to provide more in-depth training regarding insulin.
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Event in which the physician ordered a “twofold dilution of Bosmin,” intending to administer 
a 1:200,000 dilution as adrenaline, but the nurse interpreted the order to mean a twofold 
dilution of Bosmin Solution, resulting in the administration of a high concentration of the 
drug solution

Objectives of 
the on-site visit

• Verification of the facts
• Verification of the background and causal factors
• Improvement measures, etc.

Attendees from 
the medical 
institution

Safety Management Department: GRM (physician), GRM (charge nurse), RM (deputy charge nurse)
Coordinator from the Medical Safety Support Division

[Reported objective of the treatment provided]
Cervical conization

[Reported summary of event]
The attending physician ordered Nurse A to use Bosmin in the operative field of a patient undergoing cervical conization. Thinking 
it was to be applied to a gauze pad and used externally, Nurse A prepared Bosmin Solution. Nurse B knew that normal saline or a 
twofold dilution of Xylocaine 1% with Epinephrine was used in ordinary conization procedures, but thought that Bosmin Solution 
was used for this. However, neither Nurse A nor Nurse B knew for certain what dilution of Bosmin Solution should be used. When 
Nurse A subsequently checked the usage, the physician stated that it was “for use in a local injection,” so s/he prepared Bosmin 
as an injection drug. When s/he checked the usage and dosage with the attending physician, s/he was told, “I’m going to give a 
local injection of a twofold dilution into the conized area, so prepare about 20mL.” S/he asked the attending physician, “Should I 
use the topical agent?” and was told, “The topical agent is fine,” so s/he prepared 20mL of a twofold dilution of Bosmin Solution 
for use in the operative field. Saying “This is the twofold dilution of Bosmin,” Nurse A handed it over to the attending physician. 
The attending physician told the anesthesiologist, “I’m going to use a twofold dilution of Bosmin” and gave the local injection. 
After about 10mL had been injected, the patient’s HR rose to 160 and she developed VPC. In addition, she developed hypertension 
(in the 190/140 range) and her mood deteriorated. When the attending physician and the nurse checked the Bosmin content, they 
discovered that they had used a 1:2,000 dilution of it, whereas they should have used a dilution of between 1:100,000 and 1:200,000 
as adrenaline.

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

the adverse event
Findings from the visit

Not specified ○ Physician
•  There were 2 physicians involved in this event, both of 

whom had recently transferred from another medical 
institution. At the hospital where the physician who gave 
the order to the nurse had worked before moving to this 
medical institution, if “Bosmin” was ordered, a twofold 
dilution of Xylocaine® Injection 1% with Epinephrine 
(1:100,000) would be prepared (as a 1:200,000 dilution of 
adrenaline), so the physician had become accustomed to 
simply calling it “Bosmin”.

•  The physician who ordered the use of the Bosmin solution 
in the operative field intended to use a solution that was 
a twofold dilution of Xylocaine® Injection 1% with 
Epinephrine (1:100,000).

•  When the physician was shown the packaging of the 
Bosmin Solution, s/he thought it looked slightly different 
from usual, but interpreted that to mean that there must also 
be generic versions.

○ Nurses
•  Based on prior experience, the nurse thought that “Bosmin” 

was Bosmin Solution.
•  The nurse checked whether it was all right to use the topical 

agent, saying, “It’s Bosmin Solution. Is that all right?” The 
physician replied, “The usual.” They continued with their 
duties without a common recognition of what “the usual” 
actually was.

•  The nurse checked by showing the Bosmin Solution bottle 
to the physician.

•  The nurse had little experience of this assignment (the 
precise number of years is unclear).
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○ Anesthesiologist
•  The anesthesiologist heard the physician say, “Twofold 

dilution of Bosmin...” but was dealing with the patient, so 
did not pick up on it.

○ Medical institution
•  This medical institution has no regulations concerning 

adrenaline dilution and no in-house preparation of it.
•  Only around 8 clinical departments (such as the gynecology 

department, the urology department, the surgical 
department, and the dentistry department) use Xylocaine® 
Injection 1% with Epinephrine (1:100,000) as a dilute 
solution of adrenaline and there are no internal rules about 
its use.

•  Electronic authentication of Xylocaine® Injection 1% with 
Epinephrine is not carried out when it is used in surgery.

•  No pharmacist is assigned to the operating theater at 
present. Many drug-related medical adverse events and 
medical near-miss events occur in the operating theater, so a 
request has been made for the assignment of a pharmacist to 
the theater, but the medical institution is finding it difficult 
to hire another pharmacist and it does not have sufficient 
personnel to allocate an existing staff member.

[Improvement measures]
Reported overview of improvement measures 

following adverse event
Findings from the visit

•  The relevant departments and nurses from the surgical 
department together examined improvement measures.

•  Attending physicians will ensure thorough adherence to 
the practice of entering the drugs they plan to use onto a 
surgical order in advance.

•  A note stating that only normal saline and Xylocaine 
Injection 1% with Epinephrine are to be used and describing 
the method of checking the drugs will be added to the 
manual for this surgical procedure.

•  Cups used for dividing up drugs will be labeled.
•  Checks will be carried out by multiple individuals at 

multiple points, including before handwashing and when 
actually using the drugs concerned, and medical staff 
will accurately convey the proper name of the drug and 
percentage concentration when assisting at a procedure.

•  When a drug is used in a way that differs from the standard 
use, the usage and dosage will be checked by referring to the 
package insert, etc. before use.

•  With the assistance of the pharmacists, a list of hazardous 
materials used in the operating theater will be compiled in 
order to provide a deeper understanding of drugs, primarily 
among nurses.

•  Workshops will be held to ensure that staff are fully aware 
of this event.

•  A flow chart will be compiled for checking the usage of 
injection drugs used in the operative field.

•  Since this event, gynecologists have been required to enter 
an order before surgery for the drugs to be used during 
surgery. In most cases, the drugs to be used in surgery can be 
predicted and prepared in advance, so this process is carried 
out in 100% of cases. The process has not yet spread to other 
clinical departments.

•  The medical institution has introduced a regulation requiring 
that drugs be named in full, without omitting the dose or 
concentration.

•  Steps have been taken in regard to the layout of drugs, 
including ensuring that Bosmin and Xylocaine® Injection 1% 
with Epinephrine (1:100,000) are not placed near each other.

•  Staff were notified of this event using the medical institution’s 
internal incident report browsing system. There is a three-
step system for notifying staff of matters concerning medical 
safety: the bulletin board, e-mail, and the incident report 
browsing system.

•  After this event occurred, a checklist of dangerous drugs used 
in the operating theater was compiled.
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Major opinions following on-site visit

○  It might be wise to introduce these initiatives (such as enabling an order for the drugs to be used during surgery to be entered in 
advance) not only in the gynecology department, but also in other departments. Other departments might also be accustomed 
to using Xylocaine® Injection 1% with Epinephrine (1:100,000) without being aware of its usage and the relevant calculations.

○  Is it only Xylocaine® Injection 1% with Epinephrine that is used as adrenaline? Caution is needed, because if Xylocaine® 
Injection 2% with Epinephrine (1:80,000) is used, the magnitude of the dilution required to obtain adrenaline will differ.

○  The checklist for drugs used in the operating theater might be easier to understand if it also had photographs. In addition, 
rather than just having a list of clinical departments and the drugs that they use, it might be more user-friendly if there was an 
indication of which specific area to look at for a particular type of surgery. It might also be helpful to narrow down the drugs 
used in each clinical department, in order to reduce the number of drugs.

○  The flow chart for checking the usage of drugs might be better utilized if it also showed the point to which the user should return 
if they are unable to confirm the matter in question.

○  The other possible method is to keep the used drug ampoules and carry out a final check.
○  The flow chart for checking the usage of injection drugs used in the operative field shows double-checks at several points, but 

rather than two people looking at the same thing to check it, another approach is to divide up the roles, so that one checks the 
drug and the other checks the order. It might be wise to consider changing the approach, so that double-checks are not simply 
repeated.

○  At this medical institution, not only newly hired medical personnel but also mid-career transfers are required to go through the 
mandatory medical safety orientation as part of their training when being issued with their staff ID badges. A DVD is used for 
training those hired mid-career.

○  Fundamentally speaking, this medical institution believes that it is vital to implement medical safety not merely as a hospital, 
but as part of the wider community. Accordingly, it is working on enabling other medical institutions in the region to send 
staff to attend its medical safety training course for new recruits as well. The idea is that it will join forces with others in the 
community to think about medical safety and ensure that the concept becomes more widespread. As such, the key question is 
how to involve physicians in this process.

○  It is difficult to provide continuing education at hospitals where there is a high turnover of physicians and nurses. It is also 
difficult to ensure thorough awareness of and compliance with the principle of calling drugs by their full name. Moreover, 
it appears likely that awareness of the issue will diminish as time passes since the medical adverse event. It is necessary to 
educate people while they are still students and new recruits, as part of a long-term plan.

○  The education that medical students receive concerning medical safety varies from one university to another, ranging from a 
single class period up to as many as 16 class periods.
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Event in which the patient’s feeding tube was left clamped after an insulin injection, causing 
hypoglycemia

Objectives of 
the on-site visit

• Verification of the facts
• Verification of the background and causal factors
• Improvement measures, etc.

Attendees from 
the medical 
institution

Safety Management Department: GRM (physician), GRM (charge nurse), RM (deputy charge nurse)
Coordinator from the Medical Safety Support Division

[Reported objective of the treatment provided]
Insulin injection to treat diabetes

[Reported summary of event]
A tube-fed patient with diabetes was to receive an insulin injection. The patient’s blood glucose before dinner was 76mg/dL; 2 
nurses confirmed that they could hear bubbles via the feeding tube and prepared the liquid food. One nurse connected up the liquid 
food, while the other administered a subcutaneous injection of 4 units of Humalog before leaving the room. Later, at around 19:15, 
one of the nurses visited the patient’s room because the patient was banging on the bed rail. The patient complained that his/her 
legs hurt. The patient’s face was sweating and s/he was febrile, with an HR in the 130 range. The patient’s expression was a little 
dazed, but s/he could communicate. When a nurse checked the feeding tube, s/he discovered that the liquid food supply line was 
still clamped, so s/he measured the patient’s blood glucose and found it to be 46mg/dL. The nurse quickly started the tube feeding 
and reported the situation to the duty physician; the patient’s blood glucose was checked again 15 minutes later and was 60mg/
dL, so 50% glucose 20mL 1A was administered intravenously. The patient’s blood glucose reached 155mg/dL 15 minutes later 
and the patient was kept under observation.

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

the adverse event
Findings from the visit

The checks when connecting the liquid food and starting the 
tube feeding were inadequate.
Two nurses carried out the procedure, but they were each 
carrying out separate actions and did not carry out double-
checks.

○ Nurses
•  There are 3 nurses on the night shift: 1 looks after patients 

with specific conditions, while the other 2 carry out their 
duties in partnership with each other. This particular ward 
was the only one on which this partnership approach (a pair 
of nurses carrying out duties as a team) was used.

•  The 2 nurses involved in this event each carried out their 
separate tasks, one injecting the insulin and the other 
preparing the liquid food for tube feeding; both assumed 
that the other had “probably checked.”

•  Tube feeding is not carried out very often at this medical 
institution.

•  This medical institution has a checklist for use with patients 
who are being tube fed, but it is not used in all cases. It 
was not being used on the ward in question. The nurses are 
aware that it exists, but do not currently use it because they 
are busy, among other reasons.

[Improvement measures]

Reported overview of improvement measures 
following adverse event

Findings from the visit

•  Two nurses will check the series of actions involved when 
starting tube feeding, including the opening of the clamp 
and the connection site.

•  Feeding pumps will be used.
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Major opinions following on-site visit

○  It might be wise to clarify the roles of each nurse in the partnership and the locus of responsibility for their tasks. The same kind 
of event could occur again unless the nursing procedure systematically allows time for both nurses to check what each other is 
doing and to carry out checks together.

○  The checklist for patients being tube fed states that SpO2 must be checked 5 minutes later, so this event might have been 
discovered earlier if the checklist had been used.

○  It might be wise to consider increasing the precision of checks rather than the number thereof, by using barcode authentication to 
obviate the need for staff to carry out double-checks. Checking the same thing multiple times means that duties are duplicated.

○  Manuals and checklists are being introduced by medical institutions. At every hospital, it is a question of whether they are being 
used properly. Medical staff must be made aware of them and trained in their use.

○  This medical institution’s incident report perusal system uses individual staff IDs to check how many staff members have 
viewed each report and generates a “view rate” for each department. The medical institution has set targets for the view rate 
in each department and is working to ensure that these can be met. It is unclear whether there is a causal relationship between 
view rates and the occurrence of adverse events, but the ability to share such information would appear to be the first step 
forward. There are no penalties for departments with a low view rate, but there are incentives for departments that meet the 
target or have a high view rate.

○  If DVDs and internal systems such as incident report perusal systems have been put in place, then it might be wise to provide 
e-learning programs followed by a Q&A or short test. It would be helpful to devise ways of ensuring that the flow of information 
is not a one-way system.

○  In this event, the patient’s blood glucose declined to 46mg/dL, so the tube feeding was first started and then the blood glucose 
level was checked again 15 minutes later, but this would appear to be inconsistent with this medical institution’s manual on 
dealing with low blood glucose. It might perhaps be advisable to consider how to deal with patients after a medical adverse 
event, as well as providing in-house training to ensure that staff members are fully aware of what to do.
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Event in which the blood product for a patient other than the one who was to receive a blood 
transfusion was handed over and a blood transfusion administered, even though there was 
no order for this

Objectives of 
the on-site visit

• Verification of the facts (details of event)
• Verification of the background and causal factors
• Improvement measures, etc.

Attendees from 
the medical 
institution

Deputy Director, Deputy Director/Head of the Medical Safety Management Office, Director of the 
Medical Safety Manager Division (nurse), assistant charge nurse from the Medical Safety Manager 
Division (nurse), section manager from the Medical Safety Manager Division (nurse), Director of the 
Blood Transfusion Center (physician), Blood Transfusion Center Manager (physician), deputy senior 
technician from the Blood Transfusion Center (clinical laboratory technician), Blood Transfusion Center 
Manager (clinical laboratory technician), Director of the Nursing Department, assistant charge nurse from 
the Nursing Department, Director of the IT System Management Division, clerical worker from the IT 
System Management Division

[Reported objective of the treatment provided]
An intraoperative blood transfusion was carried out on Patient A and the unused transfusion blood was sent back to the Blood 
Transfusion Center after surgery “for temporary storage.” Immediately after surgery, the physician gave the ward nurse a verbal 
order for “a transfusion of 2 units of RCC, depending on the blood test results on the first day after surgery.” The nurse wrote this 
by hand on the patient information form.

[Reported summary of event]
On the first morning after surgery, the lead nurse on the day shift noticed that the patient’s urine output was low, so s/he consulted 
the duty physician. At the same time, there was an order for Patient B, who had undergone the same type of surgery as Patient A 
on the same day, to receive a blood transfusion on the first day after surgery, irrespective of his/her blood test results. When the 
lead nurse opened the computer screen to prepare the request for the blood transfusion, only Patient A’s name was displayed, while 
Patient B’s did not appear (the nurse should have switched screen displays, but did not know how to do so). Due in part to the fact 
that the lead nurse was concerned about Patient A, s/he assumed that it was Patient A who was to have the blood transfusion and 
printed a “blood transfusion ticket” from the screen before handing it over to a nursing assistant. Having received a phonecall from 
the ward in advance, the Blood Transfusion Center staff had heard that the transfusion blood for Patient B was to be dispensed, but 
the nursing assistant handed over the ticket for Patient A, so the Blood Transfusion Center staff dispensed the transfusion blood 
that had been in temporary storage since the previous day. On the ward, while Patient A’s blood test results remained unchecked, 
a member of the nursing team carried out a double-check of the transfusion blood with the duty physician, at the lead nurse’s 
request, and then carried out the blood transfusion on Patient A. In the afternoon, the lead nurse looked at his/her notepad and 
noticed that Patient B required a blood transfusion. S/he also discovered that Patient A’s blood test results showed no anemia, so 
no blood transfusion was required.

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

the adverse event
Findings from the visit

•  Method of ordering blood transfusions
•  Inadequate rules concerning the acceptance of orders
•  Lack of final check when carrying out blood transfusions
•  Complexity of blood transfusion procedure
•  Confusing blood transfusion ordering screen
•  Complexity arising from the use of both electronic media and 

paper

(1) Blood transfusions in general at the medical institution
<Blood transfusion therapy procedure (wards)>

1)  The physician explains about the blood transfusion to the 
patient and obtains the patient’s consent. The physician 
then sends the blood transfusion consent form to the Blood 
Transfusion Center.

2)  When the physician enters the application into the blood 
transfusion ordering system, a blood product ticket* 
(hereinafter “ticket”) is automatically printed.
* Medical staff in all occupations can print out the ticket as 
many times as they need.

3)  The physician hands the ticket to a nurse and informs the 
nurse of the plan to carry out a blood transfusion (this is not 
an official order).

4)  The physician enters an order for blood transfusion tests 
(cross-matching test and irregular antibodies).

5)  A nurse takes a blood sample from the patient and submits 
it to the Blood Transfusion Center.

6)  (After the blood transfusion test has been completed by 
the Blood Transfusion Center) Upon receiving a phone call 
from the Blood Transfusion Center, a nurse takes the ticket 
and goes to get the blood product.
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7)  The physician and a nurse use the blood product from the 
Blood Transfusion Center and the transfusion blood cross-
matching test report / order / execution record (hereinafter 
“order / execution record”) issued by the Blood Transfusion 
Center to carry out a double-check, then the physician 
issues an order for the blood transfusion and the nurse 
accepts it.

8)  Using the order / execution record, 2 nurses check the 
patient’s identity at the bedside and then start the blood 
transfusion.

9)  The nurse records his/her observation of any side-effects 
on the order / execution record.

10)  After the blood transfusion ends, the order / execution 
record is sent to the Clinical Information Management 
Division, where it is scanned into the computer.

<Blood product dispensing procedure (Blood Transfusion 
Center)>

1)  Staff check the blood transfusion ordering screen every 5 
to 10 minutes and print out any application forms for blood 
products for transfusion that have been ordered.

2)  Staff check the stock of blood and prepare to dispatch the 
product required. If necessary, they submit an order to the 
Japanese Red Cross.

3)  Staff carry out a cross-matching test and irregular 
antibodies test on the patient’s specimen once it arrives.

4)  Staff print out the provisional transfusion blood product 
report.

5)  Staff check the blood transfusion consent form sent over 
by the ward and then contact the ward to advise that they 
have completed preparations for dispatching the product 
(the consent form is returned to the ward).

6)  Staff double-check the ticket brought over by the staff 
member who has come to pick up the blood product and 
the provisional transfusion blood product report and then 
stamp the documents with the date and time of dispatch.

7)  When removing the blood product from the refrigerator 
or freezer, staff carry out a single-check using the ticket 
and the cross-matching docket attached to the transfusion 
blood.

8)  The blood product is authenticated using the barcode and 
the staff ID number of the staff member picking up the 
product is entered, resulting in the order / execution record 
being printed out automatically.

9)  Staff double-check the blood product and the order / 
execution implementation record with the staff member 
picking up the product and then dispense it.

10)  Staff record the dispatch of the transfusion blood on a list 
on the sheet used for reconfirming details at the time of 
dispatch.

<Procedure for transfusion of blood stored temporarily (after 
surgery)>

1)  If any blood products ordered by the operating theater 
are left unused after surgery, only the order / execution 
implementation record is handed over to the ward.

2)  The blood products are returned to the Blood Transfusion 
Center from the operating theater along with a copy of 
the screen on which the implementation of the blood 
transfusion execution registry screen.

3)  When a temporarily stored blood product is to be used on 
the ward, a member of the ward staff prints out a ticket and 
goes to get the product.

4)  As per steps 7)–10) in <Blood transfusion therapy 
procedure (wards)>.

○ Blood transfusion ordering system
•  An electronic medical record system was introduced at 

a comparatively early stage, but the blood transfusion 
ordering system is completely separate from the electronic 
medical record.

•  The blood transfusion ordering system defaults to [Date of 
Registration] (date on which the order was given), so it shows 
patients for whom blood transfusions have been ordered but 
not yet dispensed. To view the names of patients with blood 
products in temporary storage on the  blood transfusion 
ordering system from the ward, it was necessary to switch 
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to the [Planned Date] display, which shows a week’s worth 
of data.

•  The catalyst for the establishment of the blood transfusion 
ticket system was an event in which the wrong patient’s 
blood product was taken; the system has been in operation 
for decades. The Blood Transfusion Center requires the 
ticket in order to authenticate the patient and the blood 
product, leaving a record that proves that the correct blood 
product was dispensed, so it would appear to be difficult to 
abolish the use of tickets.

○ Orders
•  Orders concerning the timing and flow rate of a blood 

transfusion are recorded on the order / execution record that 
arrives on the ward with the blood product, so there was 
nowhere for the physician to write down (or enter) the order 
until the blood product for transfusion arrived on the ward. 
Accordingly, orders concerning blood transfusions have 
until now been given verbally (verbal orders are usually 
only given in an emergency at this medical institution).

•  An electronic medical record system has been introduced, 
but blood transfusions are not synchronized with this 
system. Consequently, blood transfusion orders are not 
reflected on nurses’ worksheets, unlike ordinary orders for 
drugs and the like.

•  Nurses are supposed to write blood transfusion orders on 
the nursing information file after they have been given 
verbally by the physician.

(2) The blood transfusion in this particular event
○ Patients

•  Patient A’s blood product was not ordered in the operating 
theater (the ticket was on the ward).

•  A decision on the blood transfusion for Patient A was to be 
made after checking the following day’s blood test results. 
The patient’s hemoglobin level was actually in the 14g/dL 
range.

•  Patient A asked Primary Nurse Y whether they were going 
to do a blood transfusion, but nobody explained to Patient 
A that s/he was to have a blood transfusion that day. The 
patient possibly misunderstood the explanation about the 
blood transfusion before surgery.

•  2 of the 4 units of blood product ordered for use in the 
operating theater were used during Patient B’s surgery, 
with the remaining 2 units being returned to the Blood 
Transfusion Center for temporary storage (the order / 
execution record was on the ward).

•  The decision was taken to give Patient B a blood transfusion.
○ Physicians

•  Patient A’s physician gave the nurse a verbal order to carry 
out a blood transfusion if the following day’s blood test 
results for Patient A suggested that it was necessary. 

•  The following day was a Saturday, so Patient A’s physician 
was not at work. However, the physician had not done a 
handover to the duty physician explaining that s/he wanted 
the duty physician to check the blood test results and decide 
whether to carry out the blood transfusion, So on the day 
of the event, no physician made a judgment concerning the 
need to give Patient A a blood transfusion.

•  Patient B’s physician gave the nurse a verbal order to give 
Patient B a blood transfusion the following day, but did not 
print out the ticket.

•  The duty physician had heard from Patient B’s physician 
that Patient B was to receive a blood transfusion.

•  The duty physician had heard from day shift Lead Nurse 
X on the day in question that Patient A’s urine output was 
low, so when asked by Nurse X to double-check the blood 
product for Patient A, the duty physician thoughts that not 
only Patient B, but also Patient A was to receive a blood 
transfusion. Accordingly, after carrying out the double-
check, the duty physician wrote the order for the blood 
transfusion on the order / execution record.

•  Even before this event, some of the physicians were of the 
view that it would be helpful to have a mechanism that 
enabled an order to be issued in advance (before ordering 
the blood product) concerning the timing and flow rate of 
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the transfusion, rather than writing the blood transfusion 
order on the order / execution record that arrived with the 
blood product.

○ Nurses
•  The day before the event, the nurse who had received the 

order from Patient A’s physician that Patient A might require 
a blood transfusion, depending on the following day’s blood 
test results, wrote the details on the nursing information file.

•  The day before the event, another nurse accepted the order 
from Patient B’s physician to carry out a blood transfusion 
on Patient B the following day; s/he too wrote the details on 
the nursing information file.

•  There was a handover between the respective leaders that 
conveyed the information that Patient A might require a 
blood transfusion the following day, depending on the blood 
test results, and that Patient B would require a blood test 
the following day, so Nurse X, the day shift leader on the 
day of the event, Nurse Y, Patient A’s primary nurse who 
obtained the information from the nursing information file, 
and Nurse Z, Patient B’s primary nurse, all knew this.

•  When intending to order the blood product to give the blood 
transfusion to Patient B, Nurse X did not know how to 
order temporarily stored blood products, because they were 
not often handled on that ward and the physicians usually 
printed out the ticket. Accordingly, Nurse X called the 
Blood Transfusion Center to ask how to order it and was 
instructed to print out Patient B’s ticket and bring it to the 
Center.

•  When Nurse X opened up the blood transfusion ordering 
system, Patient B’s name was not on the list on the screen, 
but the list did show the name of Patient A, whose reduced 
urine output s/he had been concerned about and reported 
to the duty physician. In addition, Nurse X did not know 
that Patient B’s name would not be displayed unless s/he 
switched screens in the blood transfusion ordering system. 
As such, assuming that the blood transfusion was for Patient 
A, Nurse X selected Patient A from the screen and printed 
out the ticket for Patient A.

•  Nurse X handed over the ticket to a nursing assistant, asking 
him/her to go and get Patient A’s blood product.

•  Nurse X double-checked Patient A’s blood product and order 
/ execution record with the duty physician, then had the duty 
physician write the order on the order / execution record.

•  Nurse Y was asked by Patient A, “Is it OK for me to walk 
around, even though I’m having a blood transfusion today?”, 
so s/he thought that Patient A had been told that s/he was to 
have a blood transfusion (in fact, nobody had told the patient 
this). Nurse Y was subsequently given Patient A’s blood 
product by Nurse X, so s/he did not check the blood test 
results, as s/he thought that it had been decided that Patient 
A was definitely going to have the blood transfusion.

•  When Nurse Y asked Nurse Z to double-check Patient A’s 
blood product, Nurse Z thought that not only Patient B, 
but also Patient A required a blood transfusion following 
surgery.

•  Nurses X, Y, and Z all failed to review the patient nursing 
information file.

•  When Nurse Y handed over to Nurse X after Patient A’s 
blood transfusion, Nurse X realized that it was Patient B 
who had been supposed to have the blood transfusion.

○ Blood Transfusion Center
•  Because of the query from Nurse X about how to print out 

the ticket, the Blood Transfusion Center had been preparing 
the blood product for Patient B.

•  The ticket handed over by the nursing assistant was that for 
Patient A and the ticket was regarded as being a physician’s 
order, so the blood product for Patient A was dispensed to 
the nursing assistant.
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[Improvement measures]
Reported overview of improvement measures 

following adverse event
Findings from the visit

•  The blood transfusion procedure will be revised
•  The system will be modified so that orders for blood 

transfusions are automatically displayed on the order docket, 
in the same way as orders for injections

•  The blood transfusion execution record form will be modified
•  The details shown on the blood transfusion ordering screen 

will be amended
•  The practice of temporarily storing transfusion blood after 

surgery will be eliminated, wherever possible

•  The procedure has been amended, so that the tickets for 
temporarily stored blood products are printed out at the Blood 
Transfusion Center and blood products are dispensed when 
the order / execution record is brought over from the ward.

•  The default screen on the blood transfusion ordering system 
has been changed to the [Planned Date] display.

•  A box to record the date and time has been added to the 
execution record section of the order / execution record.

•  In addition, the medical institution intends to move the box 
for recording orders on the order / execution record from 
the lower right of the page to the center, as well as altering 
the form so that the specifics of the order can be recorded in 
detail.

•  The medical institution wishes to alter the system in due 
course, so that blood transfusion orders are reflected on the 
orders and injections worksheet.

Major opinions following on-site visit

○  It appears that using so many forms actually makes tasks more complex. If the procedure has been amended so that tickets for 
temporarily stored blood products are now printed out at the Blood Transfusion Center, it would appear that there is no longer 
any need to use tickets at all.

○  At some medical institutions, when medical staff wish to use temporarily stored blood products, they re-enter an order into 
the ordering system or allow blood products left over after surgery to be kept on the ward until 10:00 the following morning.

○  At the Blood Transfusion Center, the ticket is regarded as a physician’s order and transfusion blood will be dispensed. This 
means that a blood product can be obtained without an actual order, as long as one has the ticket, so there would appear to be a 
risk that blood products might end up being dispensed without a physician having ordered their use. If use of the ticket system 
is to continue, there is perhaps a need for some kind of rule, such as stipulating that only physicians can print out these tickets.

○  It would appear that the fact that nobody checked Patient A’s blood test results on the day of the event also contributed to the 
patient’s being administered a blood product unnecessarily.

○  Blood transfusion orders are written on the order / execution record, so there is nowhere to check the content of the physician’s 
blood transfusion order until the blood product arrives on the ward. Consequently, even if multiple staff members have doubts 
as to which patient is to receive a blood transfusion, there is no way of checking which patient it is. First and foremost, there 
would seem to be a need to establish a mechanism that enables physicians to write down (enter) the blood transfusion order 
before obtaining the blood product and ensure that the order can be checked at any time.

○  The electronic medical record and blood transfusion system are separate systems, but it would be advisable to create a 
mechanism that enables blood transfusion orders to be reflected on the electronic medical record.
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Event in which the patient’s medicines brought in at hospitalization were not adequately 
checked and the Bayaspirin that was meant to be continued was not administered

Objectives of 
the on-site visit

• Verification of the facts (details of event)
• Verification of the background and causal factors
• Improvement measures, etc.

Attendees from 
the medical 
institution

Director of the Pediatric Cardiology Department, Deputy Hospital Director / Chair of the Medical Safety 
Committee, Medical Safety Manager (nurse), Director of the Medical Information Department, pediatric 
cardiology ward head nurse, Director of the Pharmaceutical Department, staff from the Medical Affairs 
Department

[Reported objective of the treatment provided]
PCI to treat coronary artery stenosis in a patient with Kawasaki disease who had developed coronary artery lesions

[Reported summary of event]
The patient was admitted for a PCI for coronary artery lesions resulting from Kawasaki disease. On the day after admission, 
PTCRA was carried out on the coronary artery lesions resulting from Kawasaki disease and was completed without any problems. 
On the 6th day after the procedure, exercise stress myocardial perfusion scintigraphy was carried out and completed without any 
problems, and the myocardial ischemia observed prior to the PCI was found to have improved. After the patient returned to his/
her room following the scintigraphy, s/he became aware of chest pain, so various examinations were carried out. The patient was 
diagnosed with acute myocardial infarction and an emergency PCI was performed. It was discovered at that point that the patient 
had not been administered aspirin after being admitted.

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

the adverse event
Findings from the visit

The patient had a history of Kawasaki disease with coronary 
artery aneurysm, and had continued to take Bayaspirin before 
admission. When admitted, the patient did not bring in the 
Bayaspirin that s/he had been prescribed as an outpatient. 
The physician assumed that the patient had brought in the 
Bayaspirin at hospitalization and was continuing to take it. The 
nurse checked the patient’s drugs with the patient’s mother, but 
misheard “hasn’t brought” as “isn’t taking.” As a result, the 
patient was not administered Bayaspirin after admission and 
the Rotablator procedure, which is thought to have been one 
factor contributing to the myocardial infarction.

○ Patient
•  The patient had Kawasaki disease, so had been repeatedly 

admitted to this medical institution for well over a decade 
and was attending the outpatient department between once 
every month and once every three months.

•  The patient was admitted for a PCI, so could have been 
admitted to an adult cardiology ward, but in light of the 
progress of his/her condition to date and his/her age, it was 
decided to admit him/her to the pediatric cardiology ward 
instead.

•  Patients are usually admitted in the morning, but this patient 
was admitted later, at 16:00.

•  During previous admissions, the patient’s oral medication 
had been re-prescribed during the admission, so the patient’s 
mother did not bring the oral medication prescribed by this 
medical institution’s outpatient department, as she thought 
that she did not need to.

○ Physicians
•  The outpatient physician was a Kawasaki disease specialist 

(senior physician) in the Pediatric Cardiology Department, 
while the physician dealing with the patient after admission 
was in his/her 10th year (resident) in the Pediatric Cardiology 
Department. During the admission, the patient was under 
the care of both the senior physician (hereinafter “Physician 
A”) and the resident (hereinafter “Physician B”).

•  The PCI was performed by a physician from the Cardiology 
Department (specialist physician; hereinafter “Physician 
C”).

•  At the time of the patient’s admission, Physician B used 
the Order Flow Screen on the electronic medical record to 
ascertain which drugs the patient had been prescribed as an 
outpatient (this screen showed only the prescription history 
and did not provide any information about whether or not 
the patient was currently taking the drugs). The patient had 
been prescribed 90 days’ supply of an antiplatelet drug by 
the outpatient department, so Physician B did not prescribe 
any following the patient’s admission, as s/he thought that 
the patient would have brought the antiplatelet drug in at the 
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time of admission.
•  The ward pharmacist told Physician B, “The patient hasn’t 

brought any aspirin,” but Physician B replied that it would 
be fine, because the PCI was the following day.

•  When Physician B heard from a nurse that the patient 
had brought in drugs that had been prescribed by another 
medical institution (drugs to deal with an allergy), s/he 
told the nurse that the patient did not need to take the anti-
allergy drugs.

•  Physician B entered an order for the premedication relating 
to the PCI, but did not enter an order for medicines brought 
in at hospitalization. However, s/he assumed that the aspirin 
was being administered to the patient.

•  On the day of the PCI (the day after admission), Physician 
A ordered Physician B to ensure that the patient took his/
her morning aspirin, as well as taking the antiplatelet drug 
before the PCI.

•  Intending to give an order for the patient to take aspirin, 
Physician B gave Nurse E the verbal order “Make sure the 
patient takes the drugs.”

•  Physician C naturally thought that the patient was taking 
aspirin, because this was taken as a matter of course on the 
cardiology ward.

•  At this medical institution, physicians never gave verbal 
orders unless it was an emergency.

○ Pharmacist
•  At that time, there was a pharmacist with responsibility 

for the pediatric cardiology ward, but no pharmacist 
permanently assigned to the ward, so the pharmacist 
obtained information about medicines brought in at 
hospitalization based on the crosses and circles marked on 
the Inpatient Current Medications Custody Form completed 
by the ward nurse.

•  The pharmacist with responsibility for the ward had 
ascertained from the information about patients due for 
admission that the patient was taking an antiplatelet drug 
(aspirin), but when s/he checked with Nurse D after the 
patient’s admission, because no report on medicines brought 
in at hospitalization had been provided, Nurse D replied that 
the patient had not brought in any current medications.

•  The pharmacist told Physician B that the patient had not 
brought in any aspirin, but Physician B replied, “The PCI’s 
tomorrow, so it’s not necessary,” so the pharmacist did not 
check directly with the patient or his/her family.

○ Nurses
•  Nurse D, who dealt with the patient at the time of admission, 

was in his/her 3rd year as a nurse. It is possible that s/he did 
not carry out an adequate patient check because the patient 
was admitted at 16:00, which was later than customary.

•  Before admission, Nurse D obtained information about 
the patient from the discharge summaries (progress notes) 
for the patient’s previous admissions, but these summaries 
did not detail any prescriptions for aspirin or other drugs 
at the time of discharge. It was possible to use the Order 
Flow Screen to check the drugs prescribed by the outpatient 
department, but s/he did not do so at this time.

•  When Nurse D checked the patient’s current medications 
with his/her mother at the time of admission, s/he was told 
that the patient had only brought in his/her anti-allergy 
medication, but did not usually take it very often.

•  When Nurse D checked with Physician B as to whether the 
patient should keep taking the anti-allergy medication, the 
physician replied, “There’s no need.” Accordingly, although 
there were no medicines brought in at hospitalization, Nurse 
D did not report this to the pharmacist.

•  Nurse D knew from the patient’s summaries that the patient 
had an aneurysm due to Kawasaki disease, but the patient 
had previously stopped taking Warfarin due to side-effects, 
so s/he did not think it strange that the patient was not taking 
any oral medication.

•  The following day (the day of the PCI), Nurse E received 
a verbal order from Physician B to “make sure the patient 
takes the drugs,” but Nurse E thought that this referred to 
the Ravona that had been ordered as premedication.
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[Improvement measures]

Reported overview of improvement measures 
following adverse event

Findings from the visit

The system will be improved by having a pharmacist check 
whether or not the patient has any medicines brought in at 
hospitalization. There is a greater risk of thrombotic occlusion 
after a Rotablator procedure, so physicians will check that 
antiplatelet drugs are being administered. Consideration 
will be given to altering the IT system so that the necessary 
information can be obtained from the order screen on the 
electronic medical record.

•  Following consultation between the ward and pharmaceutical 
department, pharmacists covering other wards now provide 
backup for the pharmacist with responsibility for this ward 
and the pharmacists can obtain information via face-to-face 
interviews with the patient concerning whether or not they 
have any medicines brought in at hospitalization, just as a 
permanent ward pharmacist would do.

•  Medicines brought in at hospitalization are now managed 
by pharmacists without nurse intervention. The pharmacists 
enter details of medicines brought in at hospitalization on the 
electronic medical record, regardless of whether or not there 
are any such medicines, and they manage the information 
in such a way as to ensure that cases in which the patient 
has current medications but has not brought them in are not 
overlooked.

•  The pharmaceutical department is now engaged in gathering 
information about cases in which antiplatelet drugs and the 
like were not stopped or were not resumed.

•  In the normal course of duties at this medical institution, 
nurses did not accept verbal orders; instead, they checked 
orders on the electronic medical record before carrying 
them out. If they accepted a verbal order in an emergency, 
they were supposed to record on the progress notes the 
details of the verbal order received and the fact that it would 
be entered on the electronic medical record later.

○ Electronic medical record system
•  An electronic medical record system was introduced in 

March 2012. Until then, the medical institution had only had 
an electronic ordering system.

•  The Order Flow Screen showing the prescription order 
history showed the whole prescription history for the patient 
in a single list. Once a prescription was issued, the Order 
History screen would show the status as “completed.” If a 
patient was admitted before the number of days specified 
on the outpatient prescription had elapsed, the prescription 
order history would show “completed,” even if the patient 
was still admitted, so the Order Flow Screen for this patient 
showed the 90-day supply of drugs prescribed by the 
outpatient department as “completed.”

•  When checking the drug administration history for a 
patient, medical staff review the Execution Registry Screen 
(Execution Summary Screen). However, the Execution 
Registry Screen reflects both the outpatient and inpatient 
prescription history, so if a patient has a lot of prescribed 
medication, it can take 20 seconds or longer to display 
the screen, so although nurses referred to it without fail, 
because it was necessary to complete their duties, it was 
used infrequently by physicians.

•  Nurses are required to use the administration history 
section of the Execution Registry Screen to record the fact 
that drugs have been given to patients, at the point when 
they are handed over to or taken by the patient.

○ Hospital/ward
•  On the day of admission, patients go to the General 

Admissions Center and are then admitted to the relevant 
ward. Each day, the General Admissions Center admits up 
to 50 people, with 4-5 nurses processing them. The General 
Admissions Center does not check the medicines brought in 
at hospitalization.

•  The pediatric cardiology ward performed only 1-2 PTCRA 
procedures for Kawasaki disease each year. Accordingly, no 
critical pathway had been formulated for PCI in Kawasaki 
disease cases.

•  The adult cardiology ward has introduced a critical pathway 
for PCI, so this event might have been avoided if the patient 
had been admitted to the adult cardiology ward.
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Major opinions following on-site visit

○  The database on the nursing side of the electronic medical record will inevitably become quite big, but it will only be truly 
interactive if physicians use it to enter orders, nurses use it to accept and carry out those orders, and physicians then use it to 
check that their orders have been carried out.

○  An assessment of the Kawasaki disease that was the primary complaint seems to have been omitted. It is a pity that doubts 
were not raised about the fact that a patient with an underlying cardiovascular disorder was not being administered antiplatelet 
drugs before or after the procedure.

○  It would appear that the failure to notice that the patient was not taking any antiplatelet drugs until the event actually occurred 
was because information was not shared between the physicians, nurses, and pharmacist. There is a tendency for attention on 
both sides to diminish when a patient reaches the subacute or chronic phase, so it might be wise to conduct case conferences 
on the ward.

○  This event involved various problems, including issues relating to medicines brought in at hospitalization and issues concerning 
the failure to administer drugs that should have been administered, so it might be wise to use RCA to analyze it. This would 
allow staff in various occupations and positions to examine the event from a diverse range of perspectives, which would likely 
be useful in the future.
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Event in which the start of the administration of a blood product was registered as soon as 
it arrived, but the blood product was stored in the cool box, resulting the blood product for a 
different patient being taken out of the cool box and used in a blood transfusion

Objectives of 
the on-site visit

• Verification of the facts (details of event)
• Verification of the background and causal factors
• Improvement measures, etc.

Attendees from 
the medical 
institution

Deputy Director (responsible for safety management), Director of the Hospital Medical Education Center, 
full-time Risk Manager, Director of the Intensive Care Unit, anesthesiologist, Chief Clinical Laboratory 
Technician, former ICU charge nurse

[Reported objective of the treatment provided]
An aortic valve replacement, mitral valve repair, and ascending aortic replacement were performed. The patient suffered acute 
renal failure following surgery, so dialysis was carried out and the patient’s condition improved. About a week later, the patient 
left ICU, but then suffered acute liver failure and renal failure, so s/he was readmitted to ICU and CHDF was resumed. The patient 
suffered cardiac tamponade, so another thoracotomy was performed for the purpose of drainage. The patient was receiving dialysis 
for post-operative renal failure, ventilation and other respiratory care for an acute exacerbation of COPD (chronic obstructive 
pulmonary disease), and blood transfusion therapy for prolonged DIC. On the day of the event, the patient’s hemoglobin had 
declined to 8.2, platelet count to 22,000, and Fib to 103, so a blood transfusion was planned.

[Reported summary of event]
On the day of the event, a transfusion of FFP, PC, and RCC (red cell concentrate) was planned, due to the patient’s blood count 
data. The patient had renal failure and respiratory failure, so FFP, PC, and RCC were transfused sequentially to ensure that the 
blood transfusion was completed during dialysis, thereby avoiding changes in the patient’s vital signs due to overhydration as a 
result of the infusion. When the Type A RCC arrived from the Blood Transfusion Department, the physician scanned the barcode 
to confirm arrival and scanned it again to register the start of the transfusion, but the FFP was still being transfused, so Nurse A 
wrote the bed number on the RCC and placed it in the cool box temporarily. In order to ensure that the RCC could be connected 
as soon as the transfusion of the frozen plasma had been completed, because of the order to administer the RCC during dialysis, 
Nurse B erroneously removed from the cool box RCC (Type AB) due for transfusion to another patient, and hung this on a drip 
stand. The FFP transfusion was completed while the patient was receiving nursing care, so, without checking the blood type, the 
nurse connected the Type AB RCC that was hung on the drip stand. The patient developed respiratory discomfort 10 minutes 
later, so this was reported to the physician and the oxygen flow rate was increased. Medical staff did not notice at this stage that 
the wrong blood type had been transfused. Subsequently, there was a report that the blood for the Type AB patient was missing 
and medical staff realized that the Type A patient had received all 2 units of the transfusion blood for the Type AB patient. The 
patient was observed to be shivering and to have a marked bleeding tendency (DIC), so hemostasis was carried out at the site of 
the hemorrhage. Haptoglobin and steroid mini-pulse therapy were administered to deal with the hemolysis, and CHDF was then 
resumed. The patient’s respiratory condition deteriorated and the patient was placed on a ventilator temporarily, but treatment 
was successful, so the patient was extubated 3 days later and gradually recovered renal function. HD was subsequently able to be 
withdrawn and the data relating to DIC progressively improved.

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

the adverse event
Findings from the visit

1.  The transfusion blood whose barcode was scanned to register 
the start of the transfusion at the same time that it was 
scanned to confirm arrival was stored in the cool box.

2.  Rather than having the transfusion blood dispensed 
immediately before use, it was dispensed 3 hours ahead of 
the start time, because it was a planned transfusion.

3.  The nurse did not check the name or blood type when 
removing the blood from the cool box.

4.  A nurse started the blood transfusion (this hospital’s manual 
states that blood transfusions must be started by a physician). 
The nurse did not check the blood type or name when starting 
the transfusion.

5.  Checks for side-effects after starting the blood transfusion 
were inadequate; the patient’s symptoms were deemed to be 
due to his/her COPD and were treated accordingly.

(1)  General blood transfusion procedure at the time the event 
occurred (after dispensing until the transfusion is started)

1)  When the blood product for transfusion arrives at ICU after 
being dispensed by the Blood Transfusion Department, a 
physician or nurse scans the barcode to confirm arrival 
on the medical information system, checking the blood 
transfusion order screen, the blood product, and the 
dispatch list (docket) attached to the blood product.

2)  After completing the arrival scan, a transfusion infusion 
set is connected to the blood product for transfusion.

3)  The patient name and blood type are checked by at least 1 
physician and 1 nurse at the bedside.

* If the patient can give his/her own name: The patient is 
asked to give his/her name and blood type.

* If the patient cannot do so: The physician and nurse both 
check the patient’s name and blood type (it is unclear where 
this information is obtained).

4)  The physician opens the blood transfusion start screen on 
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the medical information system and scans the barcodes on 
the patient wristband and the blood product for transfusion 
(in ICU, this is done on a PC terminal at the bedside) to 
register the start of the transfusion.

5)  Transfusion of the blood product is started.
(2) Matters in the summary of event
○ Blood transfusion procedure

•  Normally, blood products for transfusion are dispensed by 
the Blood Transfusion Department immediately before use, 
but in this case, the physician had decided to administer all 
three of the blood products for transfusion, so they were 
dispatched to ICU 3 hours ahead of time.

•  There was a function that enabled the registration of the 
start of the transfusion to be canceled after it had been 
registered in the medical information system, but this was 
not noted in the manual, so it was not being used, as not all 
medical staff were aware of its existence. Moreover, it was 
believed that the act of canceling this registration meant that 
the blood transfusion itself would be halted.

•  At the time the event occurred, the blood transfusion 
procedure manual did not state that the physician should 
“start the blood transfusion immediately” after registering 
the start of the transfusion, and it did not specify who should 
connect the blood product for transfusion. Accordingly, in 
ICU, physicians registered the start of the transfusion, while 
nurses connected the blood product for transfusion and 
actually started its administration.

○ ICU cool box
•  When placing blood products for transfusion in the cool 

box, each blood product was placed in a tray labeled with 
the bed number.

•  The usual practice was to place the trays in the cool box 
in order of the bed number, placing the lowest-numbered 
tray on the highest shelf of the cool box, ensuring that only 
1 patient’s tray was on each shelf, but the shelves were not 
fixed in place. Consequently, if the number of patients for 
whom blood products for transfusion were being stored 
changed or a patient moved to a different bed, the tray 
would be moved and stored on a different shelf.

○ Patients
•  Patient X was Type A and was in bed number 10. Patient X 

was receiving 4 units of FFP via the dialysis circuit and was 
then due to receive 10 units of PC and 2 units of RCC. The 
blood transfusion needed to be completed while the patient 
was still receiving dialysis, due to his/her renal failure and 
respiratory failure, so the blood products were transfused in 
the order FFC, PC, and RCC.

•  Patient Y was Type AB and was in bed number 20. RCC had 
also been dispensed for Patient Y and placed on a tray to 
which a piece of paper bearing the bed number 20 had been 
attached, which was then stored in the cool box.

○ Physician
•  When the PC and RCC for transfusion to Patient X arrived 

in ICU, the physician carried out the arrival scan and at the 
same time used the blood transfusion start screen to register 
the start of the transfusion for all of the blood products, even 
though the patient was still receiving the FFP, because all of 
the blood products were due to be administered.

•  Patient X was to receive the PC after administration of the 
FFP had been completed, so the physician told Nurse A to 
store the RCC (already registered as having been started) in 
the cool box.

•  Patient X’s potassium level became elevated while receiving 
the FFP, so the physician decided that administration of the 
RCC should also be completed during dialysis, so s/he told 
Nurse B to administer the RCC before the PC.

•  The physician was not present when administration of the 
RCC to Patient X began.

○ Nurses
•  Nurse A was taking care of Patient X for Primary Nurse B, 

who was on a lunch break.
•  Nurse A was ordered by the physician to store the RCC in 

the cool box, so s/he placed Patient X’s Type A RCC on a 
tray and attached a piece of paper bearing the bed number 
10 to the side of the tray before storing it in the cool box. 
There were no rules concerning the specific location inside 
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[Improvement measures]

Reported overview of improvement measures 
following adverse event

Findings from the visit

1.  Compliance with the Blood Transfusion Manual will be 
enforced.

2.  When multiple blood products are to be transfused, each 
one will be dispensed separately. They will not be dispensed 
together.

3.  To prevent the transfusion of incompatible blood, blood 
products will be connected up by a physician without fail, at 
that physician’s responsibility.

4.  A physician and a nurse will record on the system the 
observations carried out 5 and 15 minutes after starting the 
blood transfusion.

5. The Blood Transfusion Department’s manual will be revised.

•  When the Blood Transfusion Department dispenses multiple 
blood products for transfusion, it now hands them over 1 
bag at a time immediately before the transfusion, rather than 
dispensing them all together.

•  Checks are now carried out by 2 people before a physician 
connects up the blood product for transfusion and starts its 
administration. When there is no physician present on the 
ward, etc. overnight, a duty physician or physician from 
the Blood Transfusion Department now carries out this 
procedure.

•  Patient observation is now carried out 5 and 15 minutes 
after beginning the blood transfusion and is recorded on the 
medical information system. The observation 5 minutes after 
starting the blood transfusion is now carried out by both a 
physician and a nurse.

•  The following instructions have been added to the Blood 
Transfusion Manual.

•  Blood products must be dispensed by the Blood Transfusion 
Department one by one.

•  After registering the start of the transfusion, the transfusion 
must be started immediately.

•  If the transfusion cannot be started after its start has been 
registered, the start registration record must be deleted and 
the blood product stored in the cool box. On wards with no 
cool box, the blood product must be temporarily returned to 
the Blood Transfusion Department after being recorded as 
returned on the medical information system.

•  A physician must connect up blood products for transfusion, 
at that physician’s responsibility.

•  Blood products for transfusion that are not being used 
immediately are now temporarily returned to the Blood 
Transfusion Department and the practice of storing such 
blood products in a cool box in ICU has been eliminated as 
far as possible.

•  The cool box interior has been modified so that trays labeled 
with a sticker bearing the bed number are placed on each shelf 
in numerical order and the positions of the shelves themselves 
have been fixed, with each shelf also being labeled with the 
relevant bed number.

the cool box, but the usual practice was to place the trays in 
order of the bed number, placing the lowest-numbered tray 
on the highest shelf, so the tray containing Patient X’s RCC 
was placed on a shelf above that holding the shelf bearing 
the bed number 20.

•  Nurse B, who was on a break, had done a handover to Nurse 
A, informing him/her that the RCC was being stored in the 
cool box.

•  Nurse B had received an order from the physician to 
administer RCC rather than PC to Patient X once the 
transfusion of FFP was completed.

•  Nurse B decided to prepare the RCC in advance, but when 
taking the RCC out of the cool box, s/he misread the bed 
numbers 10 and 20 on the labels attached to the trays and 
removed the Type AB RCC for Patient Y in bed number 20, 
placing it on the dialysis drip stand at Patient X’s bedside. 
When s/he did so, s/he did not check the patient name or 
other details written on the RCC pack.

•  While carrying out a care task for Patient X, Nurse B 
noticed that the FFP was about to run out. S/he was in a 
rush, because air was about to enter the dialysis circuit, 
and the start of the transfusion had already been registered, 
so without checking the name on the blood product, s/he 
connected up Patient Y’s Type AB RCC, which was hanging 
on the drip stand, and started its administration.

•  Nurse C reported that Patient Y’s Type AB RCC was 
missing and when the RCC that Patient X was receiving was 
checked, it was found to be the Type AB RCC for Patient Y. 
By that stage, Patient X had just received all 2 units.
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Major opinions following on-site visit

○  It is vital to ensure that transfusion blood is checked immediately before starting the blood transfusion. If checks are carried 
out properly, it does not matter whether the medical staff member administering the transfusion is a physician or a nurse, so 
having a physician start the transfusion is not necessarily any safer. Moreover, there may be situations in which a physician is 
not available to connect the transfusion, depending on the patient’s status or the time of day (for example, overnight).

○  Checks are absolutely crucial, not only in the case of blood transfusions, but also in all other duties. It might be wise to educate 
staff so that they understand the importance of carrying out checks immediately before each and every process in a task, in 
order to increase awareness.
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Event in which the physician ordered the wrong dilution of Vancomycin to be administered 
to a pediatric patient admitted to NICU, resulting in the nurse preparing and administering 10 
times the intended dosage

Objectives of 
the on-site visit

• Verification of the facts (details of event)
• Verification of the background and causal factors
• Improvement measures, etc.

Attendees from 
the medical 
institution

Deputy Director (responsible for safety management), Director of the Hospital Medical Education Center, 
full-time Risk Manager, Deputy Director of the Pediatric Department, NICU physician, Deputy Director 
of the Medical Information Department, pediatric and NICU ward head nurse

[Reported objective of the treatment provided]
The patient’s CRP was elevated and MRCNS was detected in a surveillance culture, so infection was suspected and treatment 
commenced.

[Reported summary of event]
The patient’s CRP was elevated, at 0.3, and Vancomycin was prescribed overnight. The amount of Vancomycin ordered was 25mg 
(0.025g), but the dissolution order was entered as “Dissolve 1V 0.5g in 10mL of normal saline and use 5mL of this solution.” The 
nurse dissolved the drug as instructed in the comment and administered 10 times the proper dosage to the patient. The overdose 
was noticed 4 days later, by which time the patient had been administered four doses: one of 250mg at 02:00, a second of 250mg at 
23:00, a third of 300mg (because the patient’s CRP had risen further on the third day after beginning Vancomycin and the dosage 
was altered to 30mg) at 21:00, and a fourth of 300mg at 17:00.

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

the adverse event
Findings from the visit

1.  The physician hurriedly prescribed an antibiotic so that 
administration could start in the middle of the night, because 
an infection was suspected; consequently, it was not possible 
to have the prescription checked by another physician.

2.  Unlike other antibiotics, the dilution method is a two-
step process, so the entry of comments and details of the 
procedure to be used is more complex.

3.  Two different records are used for entering details on the 
system: ACTIS for details of the injection itself and PIMS for 
recording that an injection has been administered. Moreover, 
the dosage is not reflected on the PIMS screen, so it cannot be 
checked when dissolving drugs.

4.  Medical staff had become negligent about calculating the 
dissolution method detailed in the comment together in the 
double-check process and checking this against the dosage. 
They looked at the comment in isolation and used this as the 
basis for dissolving the drug.

5.  Usually, the pharmaceutical department also checked the 
comment and the dosage, but this check was overlooked on 
this occasion, because the order was made overnight.

○ Patient
•  When a blood test was carried out the same night that the 

patient was examined by the department of ophthalmology, 
the previously negative CRP reading came back positive, at 
0.3mg/dL. Due in part to the fact that MRCNS (methicillin-
resistant coagulase-negative staphylococci) had also been 
detected in a culture from the patient, the physician decided 
to administer Vancomycin.

○ System
•  The medical institution uses HAPPY ACTIS (Toshiba) for 

its electronic medical record and ordering system, while 
the PIMS (Philips) information management system for 
critically ill patients is used in tandem with this in NICU, 
ICU, and the Emergency and Critical Care Center.

•  To transmit prescription orders to the pharmaceutical 
department, it is necessary to order prescriptions via 
ACTIS, entering the dosage in g or mg. After entering the 
order into ACTIS, the information is transmitted to PIMS 
and becomes an order sheet, so information about tasks to 
be carried out in NICU is obtained via the PIMS screen.

•  When this event occurred, the PIMS screen did not display 
the dosage (in g or mg), just the converted fluid volume (in 
mL), the usage, and the dissolution method specified in the 
comment.

[Content of the order in ACTIS]
Vancomycin for I.V. Infusion MEEK 0.5g/V   0.025g
Normal saline for infusion 20mL   10mL
Procedure: DIV [Infusion] - Central  Side duct dosage: 5mL    Rate of administration: 2.5mL/hr
Comment: Dissolve 1V Vancomycin in 10mL of normal saline and use 5mL of this solution

[Content of the order sheet on PIMS at the time the event occurred]
Vancomycin for I.V. Infusion MEEK 0.5g/V   0.001mL
Normal saline for infusion 20mL   10mL
Total:  10.001mL
2.5mL/hr DIV
Comment: Dissolve 1V Vancomycin in 10mL of normal saline and use 5mL of this solution
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•  Previously, when an order was issued, the drug checksheet 
was printed out automatically, but the medical institution 
had switched to a paperless system six months earlier, so 
tasks were basically carried out on the basis of information 
obtained from the PC screen.

○ Physician
•  Suspecting an infection, the physician was in a rush to 

administer Vancomycin without delay.
•  When ordering the administration of “25mg (0.025g)” 

of Vancomycin for I.V. Infusion 0.5g/V to the patient, 
the physician should have specified a two-stage dilution 
procedure in the comment section, as follows: “Dilute 1V of 
Vancomycin in 10mL of normal saline, then dilute 1mL of 
this to 10mL, and then use 5mL of the resulting solution.” 
However, the physician actually wrote, “Dissolve 1V 
Vancomycin in 10mL of normal saline and use 5mL of this 
solution.” When diluted in accordance with this dissolution 
order, the Vancomycin dosage is 250mg, 10 times stronger 
than intended.

•  On the third day after starting administration of the 
Vancomycin, the patient’s CRP rose further, so the dosage 
was changed from 25mg to 30mg. In doing so, the previous 
order was copy-pasted into the new order, with only the 
dosage (mg) amended, so the error in the comment went 
unnoticed and it became a dissolution order for 300mg.

•  The content of orders made in the daytime could be checked 
by another physician at the time of the order, but orders 
made overnight are checked only by one physician, because 
it is difficult to arrange a double-check. In addition, double-
checks only apply to the first order, with subsequent orders 
simply being copy-pasted without a double-check.

○ Pharmacist
•  When a physician entered an order, it was dispensed in the 

pharmaceutical department, but this event took place during 
the overnight shift, when there was only a single pharmacist 
to dispense, audit, and dispatch drugs.

•  The pharmacist checked the dosage in the order on the 
ACTIS screen.

•  In the daytime, the pharmacists check the content of 
comments detailing such matters as the amount ordered and 
the dilution method, but this event occurred overnight, so 
the pharmacist dispatched the drug and its label to NICU 
without checking the comment.

•  There is no pharmacist assigned to the NICU.
○ Nurses

•  Vancomycin is rarely ordered in NICU and this was the first 
time in the last year that it had been ordered. Consequently, 
only some of the nurses in NICU were aware that a two-
stage dilution was required for Vancomycin.

•  In NICU, orders are accepted by the lead nurse. The lead 
nurse had more than 4 years of NICU experience, but when 
accepting an order, s/he did not do any calculations to check 
that the dilution method and amount ordered as specified in 
the comment section were correct.

•  When preparing drugs, the nurses carry out double-checks 
of the order and drug. In doing so, they were supposed to 
check the details on both the label attached to the syringe 
dispensed with the drug by the pharmaceutical department 
and on the PIMS screen, but on this occasion, they only 
checked the comment on the PIMS screen.

•  The nurse prepared the drug while referring to the PIMS 
screen, but while the ACTIS screen displays the dosage in 
mg, the PIMS screen displays it in mL, so s/he was preparing 
it while looking only at the comment, unaware of the actual 
dosage. Neither did s/he recalculate the figures to check that 
the dilution method described in the comment would give 
the amount ordered on ACTIS. In this event, those involved 
did not realize that dissolving the drug in accordance with 
the instruction in the comment would give a dose of 250mg 
or 300mg.

•  A variety of nurses were involved in administering the four 
doses, ranging from those in their second or third year to 
veteran nurses.

•  The nurse who was taking care of the patient at the time 
the fifth dose was to be administered noticed the difference 
between the dissolved amount described in the comment 
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[Improvement measures]

Reported overview of improvement measures 
following adverse event

Findings from the visit

1.  PIMS will be modified to reflect orders on ACTIS.
2.  Medical staff will calculate the dissolution method and 

dosage detailed in the comment section when dissolving 
drugs. (Double-check)

3.  When copy-pasting an order, staff will re-calculate and re-
check the dilution and dosage, without fail.

4.  Consideration will be given to equipping the system with a 
function that enables the consistency of the comment with 
the dosage to be checked.

•  The program has been revised for some drugs, so that the 
dosage (in g or mg) is displayed on the PIMS screen, as it is 
on ACTIS.

•  Physicians are now required to re-check the content of the 
order when copy-pasting from a previous order.

•  Before preparing a drug, nurses are now required to do a 
calculation to check that the dissolved amount as described in 
the comment corresponds to the amount ordered.

•  Consideration is being given to preparing a table of dissolution 
methods for drugs that are complex to prepare, such as 
those requiring a two-step dissolution process. In addition, 
preparation methods have been altered so that drugs can be 
prepared in a single step, to make the dissolution methods as 
user-friendly as possible.

•  The medical institution plans to assign a ward pharmacist to 
NICU, starting in the next fiscal year.

Major opinions following on-site visit

○  From the very first dose, all four doses of Vancomycin were administered at night; in particular, administration of the first one 
began at 02:00 in the morning. Errors are more common at night anyway, so it would be wise to think about appropriate times 
for starting to administer drugs for the first time.

○  It would probably be helpful if a physician and a nurse could assess the patient together and check the treatment provided by 
each other.

○  The improvement measures reported by this medical institution included the statement “Consideration will be given to 
equipping the system with a function that enables the consistency of the comment with the dosage to be checked.” Being able 
to check the dosage against the content of the comment section would be a groundbreaking achievement. If such a function 
could be introduced, other medical institutions would likely find it useful to learn how this was done.

on the PIMS screen and the ordered amount as stated on 
the injection label, so s/he recalculated the figures and 
discovered the dosage error. This nurse was a veteran 
nurse with experience of working on the pediatric ward, 
who was in his/her 5th year of working in NICU, and s/he 
always calculated the figures to check them when preparing 
drugs. However, there was no rule among the nurses that 
calculations should be done without fail.

III 



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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