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3.1 To Understand the application of 

Incident Reports
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Aims

To learn about;

• importance of data analysis 

• how to use data (short-, mid-, long-term implications)

• what types of product are produced through RLS (quarterly 

report, annual report, monthly alert, database, etc at 

institutional and national levels)

• How products of RLS is useful in healthcare delivery.



公益財団法人 日本医療機能評価機構

Japan Council for Quality Health Care

Aim

Patient safety and 

prevention of accident 

（No blame）
General 

public

Health care 

professionals/ 

facilities

Government

Annual/Quart

erly report
Training program

(RCA)
Monthly alert Database

①Cording

②Text

Steering Committee

(Experts, Patient representative)

Secretariat

Web-based reporting

On-site visit

（Voluntary survey）

Aim

Outline

Background

Preventive measure

Hospitals 
(Mandatory)

-University 

Hospitals

-National 

Hospitals

etc.

Hospitals
(Voluntary)

Near-miss

Adverse 
event

Japan Council for Quality Health Care

Expert Panel

Overview of the nationwide adverse event reporting/learning 

system (2004 - ) 

Hospitals
(Voluntary)



Development of reporting and learning systems in Japan 

２００１

２００４

２００８

JQ MoHLW

Subsidiary budget for R/L system of 

Pharmaceutical Near-Miss

• R/L system of Near-Miss

• Operator : Pharmaceuticals and 

Medical Devices Agency (PMDA)

i)  R/L system of Near-Miss

ii) R/L system of Adverse Event

R/L system of Near-Miss/Adverse Event

Revision of the government ordinance for 

R/L system of Near-Miss/Adverse Event

R/L system of Pharmaceutical Near-Miss

MoHLW; Ministry of Health, Labour and Welfare

Revision of “Health Care Act” to 

mandate internal R/L system to all 

medical institutions (Hospitals, Clinics)
２００６

Subsidiary budget for R/L system of 

Near-Miss/Adverse Event
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Costs

i. Development of entire system

• ~1 million USD at the launch 

(2004)

ii. Periodical renewal of the system

• ~500,000 USD / ~5 years

iii. Homepage management

• ~10,000-20,000 USD / year

Web-based reporting/learning system (2004 - ) 

Specifics

i. Reporting management

• Reporting by institutions

• Tabulation to produce tables

ii. Registration management

• Registration of institutions (ID, 

PW)

• Communication with institutions 

on incidents

iii. Homepage management

• Posting of products

• News

Click, then

Unfolded to 

see more 

contents
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Click to register

Click to report
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Click to report Click to display report 

and communication 

with JQ 

Click to display 

registration data of 

institution
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“Prescription”

Code of incident 

types 
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Text: what happened?

Text: Aim of the procedure(s)
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Text: Preventive measure(s)

Text: Probable cause(s)
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Attatchment: Drag & Drop

Text: Additional information
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Importance of data analysis: How to improve quality and

safety?
i. What is the probable cause of 

incident?
• RCA: Root Cause Analysis

• System approach: human factor’s view 

point 

ii. How do those who reported feel 

rewarded?
• Feedback

• Tangible improvement

iii. Create virtuous circle
• Report, Feedback, Improvement



Patient Safety 2030, Imperial College London, 2016

I do not report … 



Patient Safety 2030, Imperial College London, 2016

I do report … 
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Aim

Patient safety and 

prevention of accident 

（No blame）
General 

public

Health care 

professionals/ 

facilities

Government

Annual/Quart

erly report
Training program

(RCA)
Monthly alert Database

①Cording

②Text

Steering Committee

(Experts, Patient representative)

Secretariat

Web-based reporting

On-site visit

（Voluntary survey）

Aim

Outline

Background

Preventive measure

Hospitals 
(Mandatory)

-University 

Hospitals

-National 

Hospitals

etc.

Hospitals
(Voluntary)

Near-miss

Adverse 
event

Japan Council for Quality Health Care

Expert Panel

Overview of the nationwide adverse event reporting/learning 

system (2004 - ) 

Hospitals
(Voluntary)



Contents of Annual/Quarterly report *

• Outline of the system

• Numerical analysis

• Thematic analysis

i. “New themes; 240 themes

ii. “Recurrent” themes; 127 themes

* 67 Quarterly reports & 16 Annual reports
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Types of Adverse Event

Medication

8%

Blood 

transfusion

0%

Procedures

28%

Medical 

devices

2%

Tubes

8%
Examinations

& Lab tests

6%

Nursing care

35%

Others

13%

Medication Blood transfusion Procedures

Medical devices Tubes Examinations& Lab tests

Nursing care Others
2019 Annual Report of JQ’s AE/Near-miss reporting system
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Frequent AEs （10 cases or more / yr）

（Annual report 2019）

Total

Drug

Overdose administration 54

Wrong drug 22

Overdose prescription 20

Wrong patient 19

Wrong drug dispesing 17

Faster setting of injection rate 17

Wrong method of administration (Wrong injection route, etc.) 12

Failure to prescribe 11

Administration of Contraindicated drug 11

Underdose administration 11

Failure to administer 11

Summary



Disclosure on the web of Numerical Tables & Individual Cases

Ex) “131” Tables disclosed on 

No.61 Quarterly report
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Themes of analysis in past quarterly reports

Medication error related to chemotherapy for outpatient (series 2)

Error in care related to "Medical Device-related Pressure Ulcer (MDRPU)"

Discontinued injection of cathecolamine due to delayed exchange of

prefilled syringe

Error that residents are involved

Adverse event involving resident (series 2)

Wrong injection through mix-up of "SILECE®" and "SERENACE®"

Wrong injection through mix-up of "MEYLON®7%" and "MEYLON®8.4%"

Wrong procedure to use tracheal tube with speaking valve

Adverse event involving resident (series 1)

Adverse event involving Covid-19

66th report

(2021-3)

67th report

(2021-4)

65th report

(2021-2)

64th report

(2021-1)
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Thematic analysis “Wrong dosage of administration of heparin 

solution”

Thematic analysis; 10-20 pages



公益財団法人 日本医療機能評価機構

Japan Council for Quality Health Care

Thematic analysis “Wrong dosage of administration of heparin 

solution”

Thematic analysis; 10-20 pages

Tables
• Report counts by year

• Site of occurrence in facility

• Clinical department of occurrence

• Specific working-process of occurrence

• Years of career of staffers involved

• Wrong dosage by injection route, brand name of 

heparin product, planned dose/wrong dose, 

duration of administration

• Treatment necessary for patient with wrong 

heparin administration

• Case presentations

• Probable causes

• Preventive/Improvement measures
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Thematic analysis “Wrong dosage of administration of heparin 

solution”

Thematic analysis; 10-20 pages
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Thematic analysis “Wrong dosage of administration of heparin 

solution”
Tables

• Report counts by year

• Site of occurrence in facility

• Unit of clinical specialty of occurrence

• Specific working-process of occurrence

• Years of career of staff(s) involved

• Wrong dosage by injection route, brand name of 

heparin product, planned dose/wrong dose, 

duration of administration

• Treatment necessary for patient with wrong 

heparin administration

• Case presentations

• Probable causes

• Preventive/Improvement measures

• You will learn what sort of AEs are taking place, how they 

are happening and what type of preventive/improvement 

measures are taken in other facilities through collective 

analysis of Annual/Quarterly report. 
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Access to individual thematic analysis on the web

• PDFs referring to individual 

themes are posted on the web. 

• Themes are classified and 

displayed by unique colors.

Procedures

Medication

Medical device

Nursing care

Tubes

Exam/Lab test

Others

Themes PDFClassification

220 themes are posted.
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Production flow on thematic analysis (initial & recurrent event) 

and Monthly Alert in JQ

Patient safety information
(12 issues / year)

Thematic analysis

Thematic analysis of recurrent event

Reporting of AE/Near-miss to JQ

Other themes

Report
(4 issues / year)
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Staff lineup of the Division of Adverse Event Prevention, JQ

RLS-Hospital/Clinic

• Physician (1), full-time, dual 

assignment to RLS-Pharmacy

• Nurse (2), full-time

• Clerical staffers (2), full-time

RLS-Pharmacy

• Physician (1), full-time, dual 

assignment to RLS-Hospital/Clinic

• Pharmacist (2), full-time

• Clerical staffer (1), full-time
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Thematic analysis of “recurrent event”
No.67

(2021-4)
Serving of diet allergic to patient; Recurrence of "Monthly alert No.69"

Wrong prescription of powdered medication: mix-up of active ingredients and entire powdered

product; Recurrence of "Monthly alert No.9"

Arrival of a patient at MRI suite with magnetic body; Recurrence of "Monthly alert No.10 and

No.94"

Wrong site insertion of chest tube; Recurrence of "Monthly alert No.9"

Mix-up of syringes with drugn solution; Recurrence of "Monthly alert No.15"

Wrong diagnosis in pathological test: Contamination of a specimen derived from different

patient; Recurrence of a theme in the quarterly report No.24

Wrong ingestion of PTP package while taking drug tablets; Recurrence of "Monthly alert No.57

and No.82"

No.64

(2021-1)

Disconnection of tubes of a mechanical ventilatort; Recurrence of a theme in the quarterly

report No.24

No.66

(2021-3)

No.65

(2021-2)



公益財団法人 日本医療機能評価機構

Japan Council for Quality Health Care

Monthly Alert (2012, 2018)Thematic analysis
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Thematic analysis; “Failure to Confirm CT, MRI etc. Imaging Report”

• Patient diagnosed with “Abdominal Aortic Aneurysm”          

underwent CT scanning for following up the possible              

growth of it. 

• Vascular physician recorded the finding of the CT                          

image on medical chart.

• One year later, nephrologist, another physician in charge of the 

patient, learned from another hospital that the patient developed 

lung cancer.

• Reviewing the CT imaging report issued by radiologist one year 

ago, it described as “There is a lesion highly suspicious of lung 

cancer”.                         



Jun 09, 2018 YOMIURI SHIMBUN (Newspaper)

• CT imaging reports mentioned 

to “Cancer”.

• The physician in charge 

ignored cancer in organs that 

he/she did not specialize in.

• Nine similar cases including 

two fatal cases were verified 

through internal investigation.

• Preventive measures should 

be in place in expedited 

manner. 
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Japan National University Hospital Alliance (JANUHA, Chair; 

Tokyo Medical and Dental University Hospital, Members; 45 

National University Hospitals) carried out fact-finding survey; 

i) and ii)  and conducted iii) in relation to physician’s failure of 

confirming radiological imaging report;

Preventative action by University Hospital Group

i. Questionnaire survey in 2017 

ii. On-site interim survey program in 

2017

iii. On-site survey program in 2021
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Q; “Is physician reminded of the new issuance of imaging 

report when it is produced by radiologist ?”

◼Only 58% (25/43) institutions are installed 

with notification system on issuance of 

the imaging report.

◼ Physicians need to keep the CT taken in 

mind not to fail to refer to the report. This 

could cause an error. 

Yes No

25
18

n = 43

2017 JANUHA Report on “Patient Safety On-Site Visit Initiative” Report (Steering Committee, 

Presidents’ Council of National University Hospital, http://www.univ-hosp.net/guide_cat_04_22.pdf)

Notification system rapidly spread in the 

alliance during 2018-2020.



West Japan Headquarter of the ASAHI SHIMBUN 
Company, Jun22 2019

Our painful court ruling: Failure to confirm CT imaging report 
with finding of brain tumor, Fukuoka district court, Jun 21, 
2019）

West Japan Headquarter of the 
YOMIURI SHIMBUN, Jun22 2019

• The event took place in 

2006.

• Physician in Kyushu 

University Hospital 

overlooked a finding: 

“Suspicious of brain 

tumor” in imaging report.

• The District Court 

sentenced Kyushu 

University Hospital to be 

charged of 150 Million 

JPY (1.4 million USD).





Prevention by newly equipped 

vigilance module in EHR
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“Patient Safety Information” (Monthly alert)
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“Patient Safety Information” (Monthly alert)

Preventive/improveme

nt  measures

Illustration to facilitate 

better and instant 

understanding of the key 

statement

TitleLogo

Key statement

Case presentations



公益財団法人 日本医療機能評価機構

Japan Council for Quality Health Care

Collection of AE illustrations
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Reprinting of AE illustrations

Alerting material of “Hospital A”



Unsung Cinderella 
“MIDORI”, a patient 

ward pharmacist
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FAX

Website

Distribution of monthly alert

Central, 

Local 

authorities

Medical institutions 

& professionals 

including 5,956*

institutions receiving 

it through FAX, i.e. 

approximately 70% of 

Japanese hospitals）

* Registration figure as of Sep, 2020



Collaboration with “Global Patient Safety Alerts”, initiative by 

“Healthcare Excellence Canada”
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Type key word for search : “Dialysis”

1,452 AEs are matched.

• Choose “Adverse event” and/or 

“Near-miss”

• Choose “Type of events”

“Browse” button

“Download” button by 

digital file format

Database of AE / Near-miss on homepage
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Database of AE / Near-miss on homepage

Each line indicates individual case 

including “coding” and “text” data.



等への

Sharing data with independent vigilance 
system

Near-miss

Collecting incident 
reports and disclosure

Pharmaceutical products/Medical device/Reproductive 

medicine products Safety Panel 

（twice a year, confidential format)

• Mission: Deliberation on taking measure for product 

safety

◼ Periodical reports of RLS targeting medical institution 

and pharmacy

◼ Database on the web

◼ Vigilance system on pharmaceutical products and 

medical devices on mandatory basis

◼ Report from medical institutions on mandatory basis

Issuance of “PMDA Alert”

• RLS for safety in medical 
institutions and pharmacy

AEs, Near-miss

◼ Periodical reports of RLS targeting 
medical institutions and pharmacy

◼ Incident database
◼ Alerts

Pharmaceutical products/Medical device Safety 

Advisory Committee

（Convened as needed, open session) 

• Mission: Deliberation on how to enhance 

product safety

Report

• Nation

• Medical 

institution

• Relevant 

society, 

organization, 

government 

etc.

ｚｚ

MoH facilitates distribution 
of the products.

Examine if 
advisory to 
manufacturer 
is necessary

Human error 

prevention

Measures for 

product safety

Preventive measures 
and idea of effective 
implementation

Manufacturer

Medical 
institution Pharmacy

Report on pharmaceutical side effect

Adverse event of medical device

Disclosure

Incidents on 
Database

Notice on HP

Directive/request to 
manufacturers

Resources

Exacerbation of product safety 



• Project Investigator (研究代表
者)

• Dr Zoie SY WONG 

• ウォン スイー

• Associate Professor

• Graduate School of Public 
Health 

• St. Luke’s International 
University

• 聖路加国際大学

• 公衆衛生大学院 准教授

• Email: zoiewong@luke.ac.jp

Project Investigator ; Dr Zoie SY WONG 

Associate Professor, Graduate School of Public Health 

St. Luke’s International University

From Reports to Knowledge for Patient 

Safety Improvement through Advancements 

in Artificial Intelligence

Japan Society for the Promotion of Science (JSPS)

Grant-Aid for Scientific Research B (2018-2021)



NER-Deep Learning Structure
…

…MED
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• Physician intended to prescribe 2mL of incremin syrup. 

But prescribed 20mL of incremin syrup instead of 

2mL for 2-month-old baby in fact.

• Physician didn’t check the order after prescribing. 

Pharmacist didn’t notice that the dose was wrong on 

prescription checking and dispensed 20mL of incremin

syrup. Patient received 20 mL of incremin syrup which 

was ten-fold of planned amount.

Case; Overdose prescription



公益財団法人 日本医療機能評価機構

Japan Council for Quality Health Care



Click to obtain relevant learning 

resource’s hyperlink along with the 

annotation 

Annotation through AI 

Incident description (Text)



Language Entity
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Research through collective analysis of AEs related to 

laparoscopic surgery 
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Notice from pharmaceutical companies alerting “Sound-alike 
drugs” through citation of JQ’s database

“SILECE” & “SERENACE” “RUPAFIN ” & “LUSEFI” “GRACEPTOR ” & “PROGLAF”
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Alert on 

prescription error 

of “Almarl” and 

“Amaryl”

4 AEs were quoted 

from the database 

of JQ’s Reporting  

& Learning system.

Notice from pharmaceutical companies alerting “Sound-alike 
drugs” through citation of JQ’s database

Case 1

Case 2

Case 3

Case 4
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“Almarl” 
The brand name was relinquished 

from the market and replaced with 

generic name in 2012 for patient 

safety reason.

Sound-alike drugs

“Almarl” vs “Amaryl”
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Facebook

Distribution of data/knowledge through SNS（Facebook）
(2014~)

• Quarterly/Annual report, 

• Thematic analysis

• Thematic analysis of 

recurrent event

• Monthly alert, etc.
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No-fault compensation/investigation/    

prevention system for cerebral palsy , 2009～)

No-fault compensation

(Insurance)

Investigation/Prevention

with Patient Representatives

Prevention, early settlement of conflicts and 

Improvement of quality

PaymentReview

Proceeding irrespective of negligence

Medical chart, 

Birth care record, 

laboratory data, etc.

Family’s Voices

Report

１．

２．

20-30 pages

Petition

(Report of CP)



Disclosure of individual investigative report on the web
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System for Cerebral Palsy

2. Epidemiological 

and quantitative 

analysis

Table of contents of annual “Prevention report”

1. Qualitative and 

thematic analysis

1. Qualitative and 

thematic analysis



2. Obstetric complications

Management of umbilical prolapse

Management of intrauterine infection

Management of uterine rupture

Management of placental abruption

Maternal education on placental abruption

Management of premature birth

Management of multiple pregnancy

Management of pregnancy-induced hypertension

Management of feto-maternal transfusion

3. Neonatal management

Thematic analysis
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Recommendations published by Prevention Committee 

(for Obstetrician/Midwife)

✓ Educative recommendations on 

neonatal resuscitation standard.

✓ Training course of evidence-based 

neonatal resuscitation procedure 

developed by “the Japanese 

Society of Neonatology” has been 

constantly held  on regional basis 

for obstetricians and midwives.
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System for Cerebral Palsy

✓ Educative statement on how to observe 

newborn after birth.

✓ Careful observations by mother when 

she holds her baby closely with her body 

immediately after birth are carefully 

described so that she would notice such 

incidents as sudden pulmonary and 

cardiac arrest, loss of control over body 

temperature etc.

Recommendations published by Prevention Committee 

(for Pregnant woman)
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Disclosure and publicity

• Quarterly report: No. 1-68

• Annual report: 2005-2020 

• Reports are released through press conferences.

NHK News (TV News), August 29, 2016
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Takeaways

• Successful reporting and learning system never fails to deliver 

feedback to medical institutions, medical professionals and the society.

• The feedbacks are exemplified in this lecture by periodical report, 

monthly alert, database of individual event, materials for education et 

cetera.

• Those products should be easily accessed by users and stakeholders  

i.g. accessed through the web page.

• Arrival of new product and relevant information of the reporting system 

may be noticed to users through SNS for effective spreading.

• The feedback could be referred in forefront of medicine and 

manufacturers for incident analysis, manual publication, risk 

management, patient safety research, product improvement et cetera.


