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Project line-up of JQ on Quality and Safety Improvement

Hospital Accreditation

Patient Safety Promotion Group of Among Accredited Hospitals

Education and Training on Patient Safety

EBM Medical Information Distribution Project (Minds)

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

National Quality Indicator (Ql) Measurement Project

Patient representatives participate in the operation of most projects.
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Nationwide reporting/investigation/learning system with public or quasi

ublic nature
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Overview of the nationwide adverse event reporting/learning
system (2004 -)
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Trajectory of the AE reporting to JQ
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Contents of Annual/Quarterly report *

* Outline of the system
 Numerical analysis

Thematic analysis

k “New themes; 252 themes

““ii. “Recurrent” themes; 134 themes

* 72 Quarterly reports & 17 Annual reports



Types of Adverse Event

_Procedures
28%

Nursing care

Tubes
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2019 Annual Report of JQ’s AE/Near-miss reporting system
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Themes of analysis in past quarterly reports
Failed "Double-check"
Errorin setting "Unit" on infusion pump
Wrong-patient care (series 4)

Failed sensoring system to detect patient movement for preventing falls

Wrong-patient care (series 3)

Wrong-patient care (series 2)

Wrong-patient care (series 1)
Event related to Covid-19 infection (series 2)
Medication error related to chemotherapy for outpatient (series 2)

Pressure ulcer developed by medical devices

7th Edition
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Failure to Confirm CT, MRI Imaging Report
Thematic analysis Monthly Alert
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¥ In the reported cases, the two drugs were placed in containers with the same shape and the drug name was
written on one or both of the containers.
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Monthly alert produced in RLS

Madical Safoty Information, Project tn Colect Medica Near Miss/Adversa Event information

j“, Japan Council for Quality Health Care
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Local Injection of High-Concentration Adrenalin
Due to Container Mix-Up

Three cases have been repol

ation adrenaline was erroneously

injected when injecting local anesthetic during surgery, due to the wrong container being picked
up (information collection period: from January 1, 2019 to August 31, 2022). This information
was compiled on the basis of the contapt feated ig tha Details of Events section of the 69th
Quarterly Recgs
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¥ In the reportes es. the two drugs were placed in containers with the same shape acg
written on one or bol Rggotainers.

Main Background Factors

+Prepared in a medicine cup with
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the side

- Prapared in a Petri dish with the
same shape
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*Prepared in a medicine cup with
the same shape U

Table and
illustration to
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concentration concentration separate places, but the container
had been moved and placed

nearer during surgery
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Distribution of monthly alert
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Database of AE / Near-miss on homepage
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Release of alert by manufactures on sound-alike drugs: “SENIRALI
vs “CERCINE” (2019)

- « Events of drug mix-up due “SENIRAN” “CERCINE”
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measure for prevention.
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Sound-alike drugs
LOOK ALIKE

SOUND ALIKE . “Almarl” vs “Amaryr’

-

"Almarl”

The brand name was
relinquished from the market
and replaced with generic name
in 2012 for patient safety reason.
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Ensuring transparency through disclosure and publicity

* Quarterly report No. 1-72
mzs |« Annual report 2005-2021
 Reports are Released at press conference

ji) 2evmes examannaan R EREHORS
- e T — S B%E3 3 300#?

NHK News (TV News), August 29, 2016 MediFax (Daily Healthcare News),
July 3, 2020
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Reporting and learning system of community pharmacy (2008~)

Division of AE Prevention

J[! Japan Council for Quality Health Care

Community Steering committee
pharmacy S (Experts, Patient
Voluntary-based Web-based representative)
Near-miss reporting Data server .
S v Nation
; : . . . ecretariat
“Cases which tokes i) Coding Aim : Prevention Technical panel v Community
: E———— Principles : No-blame, (Drug, Device,
place or is e Anonymous e G Pharmacy
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pharmacy” = ' Scientific
Annual/Half-  Sentinel . . Society/Orqga
Categories yearly report case report |cONic table Iconic case  Database yrarg
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v’ Prescription — e
. .“.S'.t“Jmmary = v Government

v Dispensing g T |
. . Underlying factors [
v’ Designated insured |~

materials
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Counter Dru g I e e

etc.

Preventive measures .
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2020 WHO Patient Safety Incident Reporting and
Learning Systems

3.3 WHO consultation on patient safety incident

reporting and learning systems

In an expert consultation in March 2016 in Colombo, Sri
Lanka, WHO brought together staff from ministries of health
and health experts from low- and middle-income countries
to discuss their experience of establishing and operating
patient safety incident reporting and learning systems (19).
The three-day meeting was attended by representatives of 18
countries — Afghanistan, Bangladesh, Canada, Ethiopia,

Bl Sy innblon g Ghana, India, Italy, Japan, Malaysia, Morocco, Nigeria, Oman,
Technical report and guidance the Philippines, Poland, South Africa, Sri Lanka, Thailand and
Viet Nam — and two WHO regional offices (for the South-East

Asia and Eastern Mediterranean regions).




WHO Global Patient Safety Action Plan 2021-2030
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No-fault compensation/investigation/ prevention system for
cerebral palsy, 2009~)

No-fault compensation Investigation/Prevention
(Insurance) with Patient Representatives
Petition ] ) Medical chart,
Review  Payment Birth care record,
(Report of CP)) ) J laboratory data, etc.

20-30 pages

Proceeding irrespective of negligence Family’s Voices I

Prevention, early settlement of conflicts and

Improvement of quality

—
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Statistics of eligible case by birth year (As of Nov 30, 2021)

Eligible Not-Eligible
Birth year \O: 535 pumy Not  Preliminary Petition
AUCEVELE Eligible . : Total In process
| Eligible toreview
2009 961 419 142 0 142 0 Expired
2010 923 382 141 0 141 0 Experied
2011 902 3505 147 0 147 0 Experied
2012 o117 361 159 0 195 0 Experied
2013 476 35 125 0 125 0 Experied
2014 469 326 143 0 143 0 Experied
2015 475 376 99 0 99 0 Expired
2016 432 363 69 0 69 0 Expired
20172021 1.072 8173 137 99 196 3 Valid
Total 4,456 3,374 1033 41 1,074 11
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Publication of Prevention Report based on aggregative analysis of
Investigative Report

Investigation committee Prevention committee
“Individual case” “Aggregated cases’
'-E - o ;;4égﬁfﬁﬂg
[0 Cause —J|=J DO Collective analysis -

Investigation

EHEROROALICANT

O Appraisal »

|l O Preventive measures

j 0 Thematic analysis

:““ :““ O Recommendation,etc. | .

A) Report; Delivered both to family and childbirth
facility A) Delivered to Childbirth facility, Scientific

[N | |
U]

B) SyntheSized report; Posted on the web societieS, Government, etc.
C) Report with identifiers deleted; Available only for
research use through internal ethical process

B) Posted on the web open to the public

7th Edition
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Improvement of specific practices between 2009 and 2014

Comment on FHR monitoring
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Impact on lawsuit statistics on OB-GY
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OCKENDEN REPORT - FINAL

FINDINGS, CONCLUSIONS
AND ESSENTIAL ACTIONS

FROM THE INDEPENDENT
REVIEW OF MATERNITY
SERVICES

The Ockenden report findings

Examined almost 1,600 cases
spanning 20 years

= '-'_;' 201 deaths where concerns over
: : care found

131 stillbirths and 70 neonatal
deaths affected

Also 29 cases where babies
suffered severe brain injuries

And 65 incidents of cerebral palsy

Source: Ockenden Maternity Review BB/
BBC, May 30th, 2022
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133. Professor Shin Ushiro told us that the Japanese birth injury compensation scheme
had a formal process for disseminating learning and an illustration of its success was that
it had recorded a reduction in the number of cases coming into the system.>®* In 2009, its
first year of operation, 419 cases were entered into the Japanese Cerebral Palsy scheme, by

House of Commons 2014 that figure had reduced to 326 and even when the eligibility criteria were widened
Health and Social Care the following year eligible cases only increased to 376.>°* Professor Ushiro added that
Committee investigative reports into Cerebral Palsy cases increasingly find that cases have resulted

from unknown genetic causes and there has been a decline in cases related to error or
NHS litigation reform malpractice.2®

(As of Jun 5, 2020)

Thirteenth Report of Session 2021-22

Eligible Not-Eligible
Report, together with formal minutes relating No. case
to the report Birth year Prelimina
reviewed e Not
Eligible . . ry to Total In process
Ordered by the House of Commons Ellglble .
to be printed 20 April 2022 review
2009 561 419 142 0 142 0 Expired
2010 523 382 141 0 141 0 Experied
2011 902 355 147 0 147 0 Experied
2012 517 361 155 0 155 0 Experied
2013 476 351 125 0 125 0 e
2014 469 326 143 0 143 0 Experied
2015-2018 1,000 846 101 46 147 1 valid

HC 740
Published on 28 April 2022

by authority of the House of Commons TOtal 4 '048 3 '04 1 954 46 1 ,000 7




Takeaways

. JQ launched the national system in 2004 and has successfully run
it with production of reports, alerts DB and so on. The products of
the system have been widely utilized for practical and research
use.

li. Equivalent systems were built step-by-step such as systems for
community pharmacy and perinatal care. No-fault
compensation/investigation/prevention system for cerebral palsy is
so unique that deserves distribution on global basis.

lii. Japan including JQ is keen to work in close cooperation with
global community on patient safety as expected by WHO which
launched Global Patient Safety Action Plan 2021-2030.

' " 7th Edition
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