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“Accreditation and Patient Safety Right From the Beginning!”

Hospital Accreditation

Patient Safety Promotion Group

of Among Accredited Hospitals

EBM medical information

division

Nationwide Adverse Events

Reporting System of Medical

Instutions

Nationwide Near-miss Event

Reporting System of Community

Pharmacy

The Japan Obstetric

Compensation/Investigatiuon

and Prevention System for

Cerebral Palsy

JQ’s projects
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AE reporting system 

(medical institution)

Investigation system 

of accidental death

2015～

2004～

2008～

AE reporting system 

(Pharmacy)

2019

Nationwide reporting/investigation/learning 

system with public or quasi public nature

Cerebral palsy 

investigation/prevention/

compensation system

2009～

2015～

Japan Council for Quality Healthcare (JQ)

Japan Medical Safety Research Organization 

Investigation system 

of medical accident

Nationwide reporting/investigation/learning 

system with public or quasi public nature

AE reporting system 

(medical institution)

2004～ 2008～

AE reporting system 

(Pharmacy)

Cerebral palsy 

investigation/prevention/

compensation system

2009～
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Aim

Patient safety and 

prevention 

of medical accident

（No blame）

General 

public

Health care 

professionals/ 

facilities

Government

Annual/Quarterly 

report
Training program

(RCA)

Medical safety

information Database

①Cord-choice

②Description

Steering

Committee

(Experts, Patient 

representative) Secretariat

Web reporting

On-site visit

（Voluntary survey）

Aim

Outline

Background

Preventive measure

Hospitals 

(Mandatory)

-University 

Hospitals

-National 

Hospitals

etc.

Hospitals

(Voluntary)

Hospitals

(Voluntary)

Near-miss

Adverse 
event

Japan Council for Quality

Health Care

Expert Panel

Overview of the nationwide adverse event 

reporting/learning system (2004~) 

Mandatory 123 84 67 274

Voluntary 372 231 203 806

Registration type; (A), (B) or both

(A) Adverse

event

reporting

system

Total

435

1,515

Total

(B) Near-miss reporting system

Rgistered

Not-

registeredOccurrense

and Case

Report

Occurrence

Report

ONLY

660 585

1,245
270

1,080

165 270

Rgistered

Not-registered

495 315 270

Number of institutions by registration patterns

Statistics as of Jun 30, 2019
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Medical institutions with/without obligation 
(Mandatory / Voluntary) of AE reporting

No. of Hospitals 8,316

No. of Hospital Beds

i) Mandatory reporting hosp. 139,446

ii) Entire hosp. 1,624,804

Ref;  Statistics of Japanese hospital

Mandatory / Voluntary

Mandatory 274

Voluntary 806

Total 1,080

institution

0

1,000

2,000

3,000

4,000

5,000

Mandatory Voluntary

Year 05 06 07 08 09 10 11 12 13 14 15 16 17 18

Mandatory 1,114 1,296 1,266 1,440 1,895 2,182 2,483 2,535 2,708 2,911 3,374 3,428 3,598 4,030

Voluntary 151 155 179 123 169 521 316 347 341 283 280 454 497 535

Year-to-year change in the number of AEs

4,500 accidents, 31,000 incidents/yr

Adverse 

event
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Medical 

device

Types of Adverse Event

Drug

Blood 

transfusion

Treatment/

procedure

TubeTest/Examination

Nursing care

Others

2018 Annual Report of JQ’s AE/Near-miss reporting system

9.2

28.1

3.1
7.95.8

34.0

11.7
0.2

Frequent AEs （10 cases or more / yr）

（Annual report 2018）

Total

Drug

Overdose administration 60

Wrong drug dispesing 31

Omittance of administration 22

Overdose prescription 20

Wrong method of administration (Wrong

injection route, etc.)
19

Faster setting of injection rate 17

Wrong patient 16

Administration of Contraindicated drug 14

Underdose administration 11

Summary
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（Annual report 2018）

Blood transfusion

Wrong procedure/method 206

Wrong management of treatment/procedure 152

Foreign body retention 72

Wrong site 40

Unnecessary treatment/procedure 14

Omittance of treatment/procedure 13

Mixed examination, treatment, procedure etc. 13

Medical device

Violation of instruction mannual 29

Wrong maintenance of devices in use 10

Treatment/Procedure

Frequent AEs （10 cases or more / yr）

（Annual report 2018）

Tubes

Removal by patient 64

Spontneous removal 34

Tear/Breakage 28

Blockade of tube 20

Infusion leakage 21

Wrong meintenance of tubes in use 15

Test/Examination

Wrong procedure/test result 22

Wrong procedure of obtaining test samples 11

Frequent AEs （10 cases or more / yr）
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（Annual report 2018）

Nursing care

Fall down to floor 889

Drop from bed 100

Aspiration 48

Unnecessry care 13

Collision 13

Restrain 12

Accidental ingestion 11

Frequent AEs （10 cases or more / yr）

Thematic analysis (~200 themes since 2004)

Wrong Administration of Antineoplastic Agents, Anti-Coagulants etc.

Failure to Confirm CT, MRI Imaging Report

Patient's Falls From a Pediatric Bed

Drug Mix-up Due to Similar Appearance

Tubing Disconnection of Ventilator Circuit

Double Dosing of Medicines Brought in at Hospitalization and Drugs

Prescribed in Hospital

Accidentally Ingestion or Aspiration of a Foreign Body During Dental

Treatment

Film Dressing Worngly Affixed to a Permanent Tracheostomy

"Nor-Adrenalin Administeration" Instead of "Adrenaline" During

Resuscitation
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“Failure to Confirm CT, MRI etc. Imaging Report

➢ The patient diagnosed as “Abdominal Aortic Aneurysm” 
underwent CT scanning for following up 
the possible growth of it. Vascular physician 
in charge recorded the finding of the CT 
image in the medical chart.

➢ One year after, nephrologist, another 
physician in charge of the patient, learned 
from other hospital that the patient developed lung 
cancer.

➢ Reviewing the CT examination report issued by 
radiologist one year ago, it described as “There is a lesion 
highly suspicious of lung cancer”.     

Gunma University Hospital admits negligence 

in eight surgery deaths
MAEBASHI, GUNMA PREF. – Gunma University Hospital on Tuesday admitted negligence in the 

deaths of eight patients following laparoscopic liver surgery, faulting its staff for failing to look into 

early deaths and a surgeon for falsifying a record.

Between 2010 and 2014, eight people died within four months of undergoing surgery conducted 

by laparoscope by one surgeon at the national institution.

Hospital officials told a news conference that in the case of one of the patients who died following 

surgery to remove what was believed to be a cancerous growth, the tumor turned out to be 

nonmalignant.

The surgeon falsely reported on a diagnostic report for insurance claims that the patient did 

indeed have cancer.

The surgeon also failed to inform the patient’s relatives immediately that the patient did not have 

cancer, which would have been tantamount to admitting the operation was conducted on an 

erroneous assumption.

The officials said that when questioned for the inquiry, the surgeon replied, “I can’t recall clearly.”

In its final report on the matter, released Tuesday, the hospital noted that four patients died within 

a year of the procedure being introduced in 2010.

The department “should have been aware of the problem and able to check and implement 

countermeasures at this early stage following the series of deaths,” the report says.

March 3, 2015
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• Japanese National University Hospital Alliance on 

Patient Safety (JANUHA-PS, Chair; Tokyo 

Medical & Dental University Hospital, Members; 

45 National University Hospitals) participated in a 

program to survey and enhance prophylactic 

measures to the failure of radiological imaging 

report by on-site visit and appraisal in 2017 .

Preventative action by a hospital group

“Medical Safety Information” (Monthly alert)

Preventive measures

Illustration to 

facilitate better and 

quick understanding 

of the key statement

Title

Logo

Key statement

Case summary
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Link to English Page

Global dissemination of JQ’s alert

“Global Patient Safety Alerts”
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Type key word for search : “Dialysis”

706 AEs are matched.

⚫Select “Adverse event” or 

“Near-miss”

⚫Select “summary of events”

“Browse” 

button

“Download” 

button

Web-based search system on AE / Near-miss

Contribution to scientific research

The database has been used as a source 

that provides data for scientific research.
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Alert on 

prescription error 

of “Almarl” and 

“Amaryl”

Alerting document on sound-alike drugs

AEs were quoted 

from the 

database of JQ’s 

reporting system.

“Almarl” 
The brand was relinquished and 

replaced with generic name in 

2012 by the manufacturer for 

patient safety reason.

Sound-alike drugs

“Almarl” vs “Amaryl”

25

26



14

Community pharmacy

Voluntary-based

Definition

“Cases which 

took place or 

is identified in 

pharmacy”

Categories

✓ Prescription

✓ Dispensing

✓ Designated 

insured 

materials

✓ Drug sales

1.Cording

2.Description

⚫ Summary

⚫ Underlying 

factor

⚫ Preventive 

measure

Aim : Prevention

Principles : No-blame and 

Anonymous

Steering committee

(Experts, Patient representative)

Technical panel

(Drug, Device, 

Human error)

Secretariat

✓ Nation

✓ Community 

Pharmacy

✓ Relevant 

Scientific 

Society/Org

anization

✓ Government 

etc.

Annual/Half

-yearly  

report

Database

Web reporting

Near-miss

Japan Council for Quality Health Care

Iconic table
Case 

presentation

Reporting and learning system of community 
pharmacy (2008~) 

Hospital/Clinic

PrescriptionPrescription Prescription

Dispensing

Error

Error Error Error

Community pharmacy

Structures of medication process in Japanese 
public healthcare system
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Hospital/Clinic Community pharmacy

PrescriptionPrescription Prescription

Error
Error Error

Clarification of questionable prescription by 
pharmacist

No-fault compensation/investigation/prevention 

system for cerebral palsy
~ the Japan Obstetric Compensation System (2009～)~

No-fault compensation Investigation/Prevention

Prevention, early settlement of conflicts and 

Improvement of quality

PaymentReview

Examined irrespective of 

negligence

Childbirth facilities

Medical chart, 

Birthcare record, 

laboratory data, etc.

Families

Descriptive 

questions

Report
１．

２．

20-30 pages

Petition

(Report of CP)
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6 million yen

(58,250 USD)

To compensate for 

expenses on nursing case 

facilities

Monetary Compensation

(30 million JPY = 291,300 USD)

To compensate for annual 

nursing care expenses

total 24 million yen

(233,050 USD)

+

Lump-sum payment Annual installments

+

Annual payment of 1.2 million JPY

×20 years
6 million JPY

Statistics of eligible case by birth year

(As of Jun 30, 2019)

Eligible Not Eligible
Preliminary

to review
In process

2009 561 419 142 0 0

2010 523 382 141 0 0

2011 502 355 147 0 0

2012 516 361 155 0 0

2013 476 351 125 0 0

2014-2018 1098 887 158 44 9

Total 3,676 2,755 868 44 9

No. case by eligibility
No. case

reviewed
Birth year

31

32



17

1043 1085
1120

1007
955 922 896

770
821

779 764 751 750 753 767

157 149
161

108
99

84 89 82 59 56 60
50 52 54
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Entire medical specialty OB-GY

Possible impact on lawsuit case

Statistics of lawsuit trend by medical specialties by the Supreme Court
* Preliminary figure        

’04 ’05 ’06 ’10 ’11 ’12’07 ’08 ’09 ’13 ’14 ’15 *’16 ’17 ’18

OB-GY (Line)

Entire medical specialties (Bar)

Commence of the JOCS-CP

Attention and concern on cerebral palsy in 

international community on patient safety

Meeting with Datuk Seri Dr. Dzulkefly,       

Minister of Health, Malaysia, 7th Nov 2019 
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Distribution of knowledge through SNS (2014~)

Quarterly/Annual report, 

Thematic analysis

Monthly alert,

etc.

Disclosure and publicity

➢Quarterly report No. 1-58

➢ Annual report 2005-2018 

➢Reports are Released                 

at press conference

NHK News (TV News), August 29, 2016
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Take Home Messages

• Learning from error is crucial to ensure patient 

safety. 

• Anonymous nature and no-blame culture are 

prerequisite for successful reporting and learning 

system.

• Feedback to the frontline of medicine is vital for 

constant reporting.

• Transparent operation through products open to 

public and press conference etc. is helpful to 

grow trust to the system.

• Incentive such as no-fault compensation 

effectively works in Japanese system. 
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