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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.
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Overview of the nationwide adverse event reporting/learning

system (2004 -)

Adverse

event

Hospitals
(Mandatory)

-University [z &

Hospitals

-National

Hospitals @Text

Aim
etc. ~ Outline
_Background

HOSpitals fPreventive measurg¢

(Voluntary)

On-site visit

Hospitals (Voluntary survey)

(Voluntary)

m Japan Council for Quality Health Care

~ne
_ Steering Committee ﬁ
- AIm (Experts, Patient representative)
Patient safety and
prevention of accident General
(No blame) Expert Panel
» public
Secretariat
Health care
Annual/Quart Training program
erly report A7 N Database (IggA) 2 professionals/
facilities
Government




Development of reporting and learning systems in Japan

in JQ ) MoHLW

 R/L system of Near-Miss
2001 » Operator : Pharmaceuticals and
Medical Devices Agency (PMDA)

R/L system of Near-Miss/Adverse Event Subsidiary budget for R/L system of
Near-Miss/AdverseEvent

2004 1) R/L system of Near-Miss

— Revision of the government ordinance for

Il) R/L system of Adverse Event R/L system of Near-Miss/Adverse Event

Revision of “Health Care Act” to
20006 mandate internal R/L system to all
medical institutions (Hospitals, Clinics)

Subsidiary budget for R/L system of

2008 RI/L system of Pharmaceutical Near-Miss S Y T

MoHLW; Ministry of Health, Labour and Welfare
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Web-based reporting/learning system (2004 - )

Specifics
. Reporting management
* Reporting by institutions
« Tabulation to produce tables
li. Registration management
« Registration of institutions (1D,
PW)
« Communication with institutions
on incidents
. Homepage management
« Posting of products
* News

Costs

.  Development of entire system
 ~1 million USD at the launch

(2004)

. Periodical renewal of the system
« ~500,000 USD / ~5 years

. Homepage management
« ~10,000-20,000 USD / year

B BzoERZ2ER

+ | 2022 (No.182~)

: [+
CIICk, then - ZDZl‘f(NoUo 181)

.170~No.
No. 161 ERET FHB O LLES - BR0ER

- Unfolded to
- 4@ see more
contents



. (] []
.l[! Japan Council for Quality Health Care Advarse ovent Rporting | Leaming
o = stem Since
QHME%A E *Eﬁﬁﬁﬁ#ﬁmﬁ apan Cou!:lcil for uality Health Care

R oA s EMERARRREEFER

English

EEOREE SHIEE EHIERES

ZmsE S AT
iERREEEE DR

Facebookld 255 G FIEATE
9.

ERML—ZPOFEZSE(EE
L. PDF

Click to report

Egﬁil[ﬁiﬁ Eﬁfﬁéﬁﬁ ﬁ%{ix mt‘BEﬁﬁi‘lﬁiﬁﬁt 2022.03.25
FAXEEfL U -\ REEEREL. 397 - $BET SeemmESELEILELE.,
EfEa BEIECED. ERERenEn—BEoke |7

EFERCEFENELTVET. 2022.03.25
[HHiEE] *EFLELE.

2022.03.10
ERT2EE [No.184 - 20215082
#UEEET2ES) 2OEHLEL
fza PDF

BRE-FAUBH O

2022.02.28
2024FEREIEERRD2020 Annual
Report Z0BERILE L. POF

2022.02.28
English~é—ZHCMedical Safety
Information Mo. 168-179 Z/AFEET

S T ; E- =[S IRVICHN | L=
. ESTIESRS e o | 2022.02.15
s e ERTSEE (No.183 - ERErm
q SRS SEOBEL (223 | BOEIL
Tz PDF

2022.01.17
EfRTeE® (No. 182 - Tlaa—3

. . Tt L — BB NES | B
EhHlaz FAH R &< HBEM SEAERE BELELR. FOF
cBE5 2021.12.27
EeTmESEELMBLFELEL.
PDF
- | 2021.12.27
- [EHEE *EFLELE. -

POFREM I 71 ERSIC(E. Adobe Reader i ETT. F 70— FEISSHS EHEER




ggm Japan Council for Quality Health Care Adverse svent Reporting | Learning
-l DRMEIEA BHARERERET S ystem Since

apan Council for uality Health Care

ERSNEHRRESER BOBWSES X7A JI) 2avens axzannnann

boTA—a— BhRS BREE SRES A ZREREE OJ79k

FEIOS - > HEF - 2022.03.30 18:16

EhlERE & BHEE SixEH

Aﬂbtu%$% | BetRERomREs \
J £ - 21 - B2

Click to display

Click to report Sl Click to display report

) sERsHMSE

and communication
D2022F18~68BM [SHEO Wlth \J Q

[STIFuIH0ERCENIECED. EECERTZHICEDERER

registration data of
Institution

2022.01.01

r
a

bt%{gﬂ] 2022.03.25 MNEW
HEFRC (FTILFT v 2] EWIF—D—FEHTANTIEZ0, BeRESREEFNEHUE L. PDF
HEME (ETY )y FEFINE - ST - IBEHEE] 2022518~68

D [SR0F7—<] OS5 EOAIETEEREIZS .
2022.03.10

EET2ER No.184 : 2021 F(RELEEETS2ER] =08 LE
L.fz. EDE

2022.02.28

20205F3REER 2020 Annual Report #42B8%1(.Z (0,77, PDF M




. ] []
.l Japan Council for Quality Health Care Adverse svent Reporting | Learning
o = stem Since
i\‘ﬁﬁ’f?ﬁk E *Eﬁﬁﬁg EEFMEEE apan COU{IC“ for uality Health Care

FHoNE

O rEn O mEiE O AEERHEN O B8R
O ERERIDNA O FREEWLHELEN O NAEEIREL O 7 EUEEL
O #BE5HFELAEEN O zOMOILFICET2AE

(11 - = L)
Prescription” = A

O FEAE=N e RS R O #ERHEN
O FEEEN 1 1 O EREDEZ AR
O HEATEmDIE CO d e Of I n C I d e n t O ERREIN EEI Dzt
O %@f@@?@ﬁﬂt[ ty p eS

o HEEE
O B A HLoRERE. O BYREA O #HEER O EAREINEE
O ZotonEESEICEHIT2AE

o EEH(HF
O BEESEER O @B EEERE O SEERM - BIEHEL O HESE
O ERERIDEE O #EEEEFETE O HEEEETE O SEBEWN
O EERREN O BE{TRhEL O IHEREREN O \EIvE
O EAEEN O ZoftoEEERCET NS

« B
O BEisEs O BMEE O H5EE - BIEEEN (Of=-r =t 1
O ZEREEIDRE O EEEEETE O BEEEETE O SEREWL
O EEIFEWN O B{UREEL O mERFEREN O ENE

O zOMOSECET 2AE




. ] L]
.l Japan Council for Quality Health Care A Lo
“, = ystem since
i\‘ﬁﬁ’f?ﬁA E *Eﬁﬁﬁg EEFMEEE apan Council for uality Health Care
ERENERNESSE EOASESA5LA i) 2wvm2s nxzenenann
bowTA=—a—  HHERE SHEE SEREE hREREEE OF7Pok

=hisEE ANHA

| smonscHEs 3EE

KBUEERTROEN (FX2000XFAHTEE)
(

Text: Aim of the procedure(s)

\ _J
SHOAE (FX2000XFANTIEE)
- )
Text: what happened?
\. D,

REEE (BWEET)
+ UEHOTHICEHDIER

O Rz ss O 8f=xEo12
O s®|EMNENTE (Bo7) 0O ZBEREICAMEm S 7=
O EEMtTETLER o2 O SB~OHENMFA+aTHo7 (Bo72)

O HlErzeEoTe




J

Japan Council for Quality Health Care
DEEIEIIEA BAREEHEET MRS

FHOESEEDRE (FX2000XFAN4HE)

Adverse event Reporting / Learning

System Since 2004
apan Council for uality Health Care

4 D
Text: Probable cause(s)

. J
ENAERESFEDTE

O BERnERR2(CHAT 3E8SF THIL O FEREZEERSEE (FEGSD)

O AEAEEESHRE (FTEGED) O REBHPTHILERE

O Zofft
=R (BX2000XFAHTIEE)

4 A

Text: Preventive measure(s)
\. Wy,

—FHRF




® . .
.l Japan Council for Quality Health Care Adverse event Reporting / Learning

o = System Since 2004
i\‘ﬁﬁ’f?ﬁA E *Eﬁﬁﬁg EEFMEEE apan Council for uality Health Care
ERSNERNESEE BABSSATA JI) 224mzs nxzsnnnana
FyTAZ3—  BHIRE HAEE SRER AFERRE OJ72k-

| EemEmes

ZES A992049731E e

BIMERANIE

Text: Additional information

Attatchment: Drag & Drop




System Since 2004

L 4 . .
.l Japan Council for Quality Health Care Adverse event Reporting / Learning
[!¢ QHMEEA E *Eﬁﬁﬁﬁﬁﬁﬁﬁﬁ apan Council for uality Health Care

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

Il. How do those who reported feel

rewarded?
* Feedback
« Tangible improvement

lli. Create virtuous circle
 Report, Feedback, Improvement




Cause of incident Incident was not
is already clear preventable

Fear of negative

Reporting process

. : Not a priority
is too complicated

response by co- Fear of viewed as
workers incompetent by

Unaware of whose I colleagues
responsibility it is DO NOT Lack of belief that

to report . REPORT reporting system

Additional BECAUSE will lead to a
administrative change
task
Lack of I do not report o Interrupts work
anonymity and process

confidentiality Incident unlikely

No major patient to happen again
consequences Fear of
Incident has < punishment>
already happened
before and has Lack of clear
already been definition of what
reported to report
Too time- Fear of
consuming disciplinary
action

Lack of feedback

NaAatimnmdt COAf "ty DONON lvvarmnAareasl OAllAAA L A AAAS DON1T1 N0

Workload




| do not fear being
punished

| value the
importance of
patient safety

CidenT tepomin | am rewarded for

| know what and reporting
how to report

| work in an incidents

LLE REPORT
organisation that BECAUSE | value the
has a blame-free feedback received
culture
I dO report SR=lE There are clear
learn from guidelines and
reporting policies for
The process of reporting
_ feporting an The patients have
incident is simple been seriously
harmed
The system is There i§ a clear
anonymous and policy in p.lace
confidential to reporting
incidents
| feel it is my duty The system

to do so . )
is accessible

Patient Safety 2030, Imperial College London, 2016
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Overview of the nationwide adverse event reporting/learning
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“New themes; 240 themes

. “Recurrent” themes; 127 themes

*67 Quarterly reports & 16 Annual reports
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Blood

transfusion

0%
(o)
Nursing care =
) Medical
35% Tubes
Examinations devices
8%
& Lab tests 2%
6%
B Medication u Blood transfusion M Procedures
B Medical devices B Tubes B Examinations& Lab tests

M 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)

Summary 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 (\WWrong injection route, etc.) 12
Failure to prescribe 11
Administration of Contraindicated drug 11
Underdose administration 11
Failure to administer 11

(Annual report 2019)
N



Disclosure on the web of Numerical Tables & Individual Cases
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Themes of analysis in past quarterly reports

Medication error related to chemotherapy for outpatient (series 2)

. 4 . .
.Iu Japan Council for Quallty Health Care Adverse event Reporting / Learning

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
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Thematic analysis “Wrong dosage of administration of heparin
solution”
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Thematic analysis “Wrong dosage of administration of heparin

solution”
Tables

* Report counts by year
« Site of occurrence In facility
 Clinical department of occurrence

[2] AU VRBIDIRSE =R S 12561

» Specific working-process of occurrence
* Years of career of staffers involved
* Wrong dosage by injection route, brand name of
Fr L T p——— heparin product, planned dose/wrong dose,
e duration of administration

3N O I B A I « Treatment necessary for patient with wrong

heparin administration

Case presentations

Probable causes
Preventive/Improvement measures

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

Tables

* 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.

« Case presentations
 Probable causes

* Preventive/lmprovement measures
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Access to individual thematic analysis on the web

* PDFs referring to individual
Classification | themes are posted on the web.

RN fUF—o == 5B 3T 2 BECEE LA N (=)

S e = | « Themes are classified and
EEU R - displayed by unigue colors.
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Procedures Tubes

Medical device

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

and Monthly Alert in JQ
Reporting of AE/Near-miss to JQ

‘ ~ |Report

ERPHRIBRNESRR
FOISHEE onoe 1A

Thematic analysis| || |(4issues /year)

[ =

Patient safety information

Other themes (12 issues / year)
Thematic analysis of recurrent event “i \ﬂ T =
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Staff lineup of the Division of Adverse Event Prevention, JQ

RLS-Hospital/Clinic RLS-Pharmacy

* Physician (1), full-time, dual * Physician (1), full-time, dual
assignment to RLS-Pharmacy assignment to RLS-Hospital/Clinic

* Nurse (2), full-time « Pharmacist (2), full-time

 Clerical staffers (2), full-time  Clerical staffer (1), full-time

L ey S, C =y e ey 3 Waml

[ 4 -FA § 4 -FA §
3 | - =l | - =l
- d AN | . f AN 1 .
e % -y e % -y

L O T 1% B vl
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Thematic analysis of “recurrent event”
No.67 Serving of diet allergic to patient; Recurrence of "Monthly alert No.69"
(2021-4)
Wrong prescription of powdered medication: mix-up of active ingredients and entire powdered
product; Recurrence of "Monthly alert No.9"
NO.66 : : : : :
Arrival of a patient at MRI suite with magnetic body; Recurrence of "Monthly alert No.10 and
(2021-3) .
No0.94
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"
NO.65 Wrong diagnosis in pathological test: Contamination of a specimen derived from different
(2021-2) 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"
No0.64 Disconnection of tubes of a mechanical ventilatort; Recurrence of a theme in the quarterly

(2021-1) report No.24
B
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Thematic analysis

Adverse event Reporting / Learning

System Since 2004
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Monthly Alert (2012, 2018)
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Project to Collect Medical Near-Miss/
Adverse Event Information

® & o o Medical Safety

Information

ical Safety Information, Project No.138, May 2018
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gttt Inadequate Checks Concerning
EitEIIRE vl Diagnostic Imaging Reports

No.63, February 2012

i Inadequate Checks Concerning ]
Diagnostic Imaging Reports

Three cases have been reported involving a situation in which, although the diagnostic imaging
report had been delivered after having conducted imaging examinations, the content was not
checked and the physician failed to notice a diagnosis that s/he had not anticipated, thereby
giving rise to the possibility that treatment was delayed (information collection period: from
January 1, 2008 to December 31, 2011; the inf ion is partly included in “Individual Theme
Review” (p.131) in the 26th Quarterly Report).

Cases in which, after having conducted imaging
examinations, the physician failed to check the
content of the diagnostic imaging report and did
not notice a diagnosis that s/he had not
anticipated, thereby giving rise to the possibility
that treatment was delayed, have been reported.

T

Thorough examination for the purpose Suspected pulmonary
of a catheter ablation adenocarcinoma
Follow-up after a synthetic blood vessel Suspected primary
graft replacement lung tumor
Follow-up for an internal iliac artery Sus| =1 cancer
aneurysm e

@ All three reported cases invoived a failure to check the diagnostic imaging report following a CT examination.

Information ( 1st Follow-up Report)
No.138,May2018 & & & & & ¢ o

Information about inadequate checks concerning diagnostic imaging reports was provided in
Medical Safety Information No.63 (February 2012). As 37 similar events have been reported since
then, information about this issue is provided here again (information collection period: from
January 1, 2015 to March 31, 2018). The information is compiled based on “Recurrence of Events
and Occurrence of Similar Events” in the 51st Quarterly Report.

Cases have been reported in which treatment was delayed
because the physician failed to check the diagnostic imaging
report after checking the images, and therefore failed to
notice findings other than those associated with the purpose
of the examination.

Example of the imaging examination process Main Factors Behind the Failure to
; Check the Diagnostic Imaging Report
Radiology Department | Physician

When the physician looked at the site that was
the focus of the examination on the image and

|

| Order imaging explained it to the patient, the diagnostic
¥ ‘examination imaging report had not yet been prepared and
| the ician forgot to look at it later

Carry out imaging
examination . The physician was not in the habit of viewing
diagnostic imaging reports

CT and MRI examinations were carried out
around the same time and the physician was
able to confirm the diagnosis from the results
of the MRI examination, so did not look at the
i ic imaging report for the CT

examination

i i The physician did not view diagnostic imaging
Prepare diagnostic
imagingariport = nmesmsE o= reports because they were confident in their
| . AN ability to interpret images in their field of
1 View diagnostic specialism
. s H
| TR ?r't- = The physician mistook a diagnostic imaging
i * report dated the same month of the previous
i Explain to patient | DE e
additional explanation ;
i SR @ 36 of the 37 cases involved CT examinations.
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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. | g P

 One year later, nephrologist, another physician in charge of the
patient, learned from another hospital that the patient developed
ung cancer.

 Reviewing the CT imaging report issued by radiologist one year
ago, it described as “There is a lesion highly suspicious of lung
cancer”’.
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Preventative action by University Hospital Group

Japan National University Hospital Alliance (JANUHA, Chair;
Tokyo Medical and Dental University Hospital, Members; 45
National University Hospitals) carried out fact-finding survey;
1) and ii) and conducted iii) in relation to physician’s failure of
confirming radiological imaging report; ____

I. Questionnaire survey in 2017

1. On -S | te | nterl m S u rvey p FO g ram In jépan ;;A;onal University Hospital Allianceon....
2017 Patient Safety (JANUHA-PS) Annual Congress, 2019

“'\.’ !;;',:7" - e -1 & e

Ill. On-site survey program in 2021

Chaif; Tokyo'Medical-Dental Universi
Hospital
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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.

-

s Notification system rapidly spread in the
mVes mNo alliance during 2018-2020.

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)
D
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Information

O averse Evet . Air Embolism Due to Air Embolism Due to a Central Venous Line Left Open

NEIEIRE Gl a Central Venous Line =
SRy ase 1
IHIOI 111&11()11 Iﬁft Open The nurse helped the patient to change their clothes while the patient was in a sitting position.
When doing so, the connection between the closed-system connector and the infusion line
could not be removed, so the closed-system connector was removed without first closing the
No'lsos September 2017 ’ ® ’ 4 ‘ ¢ ‘ central venous catheter clamp. The central venous catheter was left open to the air, allowing
air to flow in and ing a bral infarction due to an air i
Seven cases have been reported in which air entered a blood vessel because a connection to
a central venous line was removed in a way that left the line open to the air (information case 2
collection period: from January 1, 2013 to July 31, 2017). The information is compiled based - e = S e
g g A : When carrying out a heparin of a central venous cal ; nurse assui
on “Individual Theme Review" (p.133) in the 43rd Quarterly Report. i R e Systam 5 A et fine.

However, it did not have a closed-system connector, so the central venous catheter was left
exposead to the air. The patient's face turned pale and the patient collapsed on the bed. A head

»
Cases have been reported in which air entered a blood vessel T vl i, Wl & Bl S SRS S e

and had an impact on the patient, because a connection to a
central venous line was removed in a way that left the line open

to the air.
. -

- All staff will be made aware that, where a closed-system

Pt iaanh Vo b rermaved connector is not being used, removing the connection to

a central venous catheter without first closing the clamp
exposes it to the air, leading to the risk of air entering a
blood vessel.

+ When removing the connection to a central venous line,
staff will check that the line on the patient’s side is closed by
ensuring either that the line is fitted with a closed-system
connector or that the clamp is closed.

medcal safety Infoemation was prepured besed on the cises coiected i the Project 2 well as on opinicns of the *Camprehonsive

Panel” to prevent the occurrence and recurrence of medieal adverse everss. Soe quartedy Teports and snneal reports pasted an the Japan
Coumeil for Qualty Health Care website foe details of the Projecs
htepedwwu smed-safe. g/

* Accunacy of Informetion was ensured af the thme of preparation bat cannot be guaraitend in the Nuture

* This infoemution is intended nekber i tmit the dscretion of healthoare providers nor o Impose certain obigations or responsibilitses on them.

Department of Adverse Event Prevention

Japan Council for Quality Health Care
1-4-17 Kandamisaki-cho, Chiyoda-ku, Tokyo 101-0081 JAPAN
Dwrect Tet +81-3-8217-0262 Droct Fac: +81-3-8217-0253

it/ wavemed-sate o/

@ In six of the seven reported cases, the central venous line connection was removed while the patient
was in a sitting position.
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venous catheter clamp. Theosmralmmmmmwmlmopenmmear allowing
ing a ion due to an air

Seven cases have been reported in which air entered a blood vessel
a central venous line was removed in a way that left the line op¢

Case 2

Key statement

collection period: from January 1, 2013 to July 31, 2017). The info
on “Individual Them

Cases have been reported in which air entered a blood vesse!
and had an impact on the patient, because a connection to a
central venous line was removed in a way that left the line open

CT was taken, with a

carrying out a heparin lock of a central venous catheter, ihenurseassumedthalms
venous catheter had a closed-system and d the infy
not have a closed-system connector, so the central venous catheter,

patient's face turned pale and the patient collapsed on . Ahead

the air.

- All zaff will

Closed-system AAnnantar i

—
W res taken at the medical institutions in which the even' -m

Pt i o b esagf case 1 Connector is not being used, removing the connection to

—— a central venous catheter without first closing the clamp

x Open {m‘ exposes it to the air, leading to the risk of air entering a
blood vessel.

+ When removing the connection to a central venous line,

staff will check that the line on the patient’s side is closed by

—= s el ||| HEEZ =B ensuiing either that the line is fitted with a closed-svsiem

be made aware that, where a closed-system

~+hat the clamp is closed.

lllustration to facilitate
better and instant
understanding of the key

@Moved while the patient

@ In six of the seven repd gses, the central venous line connection

was in a sitting position.

Preventive/improveme
nt measures

1:4-17 Kandamisaki-cho, Chiyoda-ku, Tokyo 101 APAN
Drrect Tet +81-3-8217-0262 Droct Fax: +81-3-5217-0253
it/ warvemed-sate o/




J

Japan Council for Quality Health Care
DEEIEIIEA BAREEHEET MRS

Image of case 1

The surgical site is
on the right, right...

Structure of
a permanent tracheostomy

Esophagus

Structure of
a tracheostomy

Larynx
Vocal cords

Trachea

Esophagus

Site of Treatment
Ordered or

Carried Out

Examination
Result

Sample
Collection

| will operate on
the right-hand side

specified  glucose level

Image of case 1

| heard the sounds.
Please start the
enteral nutrients.

Esophagus

Collection of AE Illustrations

Blood glucose Administration

Left arm level of Humulin R
656mg/dL 10 units
Not Rise in blood Excessive

insulin therapy

Sodium Administration
Right arm 1 10mE9/ L of Calcicol
Potassium /
7.8mEqg/L Gl therapy

Image of case 1
Background

* The patient had undergone
breast cancer surgery and a
sign stating “Do not use the
right arm to take blood
samples or measure blood
pressure” was at the head
of the patient’s bed

*The staff member was
concentrating on taking the
blood sample and did not
notice that the patient was
receiving an infusion

*The patient had a PIC
catheter indwelling in the left
arm

* The staff members did not
know that taking a blood
sample from a limb during
an infusion could affect the
examination results

Adverse event Reporting / Learning
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Reprinting of AE illustrations

2

Medical Safety Information, Project to Collect Medical Near-Miss/Adverse Event Information; No.54, May 2011

M Japan Council for Quality Health Care

Project to Collect Medical Near-Miss/

Adverse Event Information

® o o Medical Safety

Information

No.54, May 2011

Accidental removal of the
endotracheal/tracheostomy tube
when changing positions

Twenty-three cases of removal of the endotracheal tube or tracheostomy tube when
changing position of a patient on a ventilator have been reported (information
collection period: from January 1, 2007 to March 31, 2011; the information is partly
included in “Individual Theme Review” in the 15th, 17th, and 19th Quarterly Report).

Cases of removal of the endotracheal tube or
tracheostomy tube when changlng posmon of

tube, and thirteen were removal of the tracheostomy tube.

® & ¢ o

Alerting material of “Hospital A”
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FA X Medical institutions s

) & professionals AP

Including 5,956*
Institutions receliving

Central, it through FAX, i.e.
= oca ™ approximately 70% of
authorities Japanese hospitals)

Website

M

* Registration figure as of Sep, 2020
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Database of AE / Near-miss on homepage
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Sharing data with independent vigilance ﬂ |
system Report on pharmaceutical side effet.  pmpuceunns e wateat Devees ngene
Manufacturer : . ResoUrces :

Adverse event of medical device
/ f B Periodical reports of RLS targeting medical institution

Medical and pharmacy
institution Pharmacy Incidents on B Database on the web

_ _ Database B Vigilance system on pharmaceutical products and
lAEs, Near-miss l Near-miss

medical devices on mandatory basis
Report from medical institutions on mandatory basis

Al

Examine if

¢ : : : : :
Jll AIMEEA B A EE AR AL T i . Nation @dvisory to Pharmaceutical products/Medical device/Reproductive
fapan Council for Quaiity Health Care !"nanLIfaCturer medicine products Safety Panel
 Medical 'S necessary (twice a year, confidential format)

« RLS for safety in medical

. . . * Mission: Deliberation on taking measure for product
institutions and pharmacy 9 P

safety

institution
Notice on HP

Collecting incident R
» Relevant u "
reports and disclosure _ estaneopolim it IRYRVCRt Report
o _ society, ot <sLasv0nE:
B Periodical reports of RLS targeting o Measures for 7 (3 ‘Eh”\
medical institutions and pharmacy Organlzatlon’ prOduct Safety MlnlstryofHealthLabourandWelfare
: ,IA\TCK:ent database governmen; — Exacerbation of product safety
e Fellities elgmlouitien etc. Pharmaceutical products/Medical device Safety
of the products. : .
_ Advisory Committee
Preventive measures ' ) RUUCUVEVEEL FESRLY  (Convened as needed, open session)
and idea of effective Human error e » Mission: Deliberation on how to enhance
implementation prevention oroduct safety




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)

Project Investigator ; Dr Zoie SY WONG
Associlate Professor, Graduate School of Public Healtt
St. Luke’s International University
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Case; Overdose prescription

* 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.
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People_involved| Stength-related |

Physician intended to prescribe  2ml

Stength-related|  [RiGHESGI0E) Stength-re
20mi of incremin syrup instead of 2mil

Physician  didn't check the order after prescribir
|Dispensing




Conversion of Report to Structured Format

Please select report type:

I Drug Related Accident

EEBRDBIOBRMOIHICBELIETEMTI /7 12200mg NN BEIE2RO L C 3. BOMETASEHL TV .

Please confirm that the annotations, error labels and
incident type are correct. If not, make corrections using the
drop-down menus provided.

For an overview of the types of named entity, and an
explanation of error labels, click here.

If everything is correct, please feel free to save and register
the report to our database.

Annotation through Al

1.7€b7P2/7x>

Is this annotation correct?

yes no

2.200mg

Is this annotation correct?

yes no

3. 1E 28R

Is this annotation correct?

yes no

3. 48R

Is this annotation correct?

yes no

Current Incident type: Drug overdose

Is this annotation correct?

How to avoid similar incidents in the future? —> 0

Current Entity type: Drug

Current Entity type: Strength amount

Current Entity type: Dosage

Current Error |gbel:

Current Error label:

Current Error label: Intended

Current Error label: Actual

ps to: https://www.med-safe.jp/pdf/med-safe_182.pdf )
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L3R

ICUMBEG L2~ EBRICRS VY 3L SONTARMICRTULL. BERRBRRT
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ANDLEY . BRBRRTVED . BRAGY A L—2AWE ) A+ERREROMLE
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BEXRR.U—5—-BRN RETD. B~ ¢ =3
TED. BT L —APIERSURETLICREVR,
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PRLRUSNTULDTLELHMLIE.

Click to obtain relevant learning
resource’s hyperlink along with the
annotation
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Language
7=

[ ves | nw~o |

New Entity: C

<umg

Is this annotation correct ?

[ ves | nNo ]

BT
Is this annotation correct ?

[ ves | w~NO ]

Is this annotation correct ?
[ Yes | NO ]
ZLE=:

Is this annotation correct ?
[ yes | w~No )
_v‘..‘llzi

Is this annotation correct ?
(s [ no )
5%

Is this annotation correct ?

[ ves | nw~NO |

15mi

Is this annotation correct ?

[ YEs | nNO |

Entity

Entity Type: Drug

New Entity Type:

Entity Type: Strength_amount
Entity Type: Route

Entity Type: Frequency

Entity Type: Drug

Entity Type: Strength_amount
Entity Type: Duration

Entity Type: Strength_amount

Error Label: 1A

New Error Label:

Error Label: IN

Error Label: 1A

Error Label: 1A

Error Label: IA

Error Label: NA

Error Label: 1A

Error Label: 1A
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Research through collective analysis of AEs related to
laparoscopic surgery

ORIGINAL ARTICLE

Characteristics of Medical Adverse Events/Near Misses

Associated With Laparoscopic/Thoracoscopic Surgery:

A Retrospective Study Based on the Japanese National
Database of Medical Adverse Events

Takashige Abe, MD, PhD,* Sachiyo Murai,* Yasuyuki Nasuhara, MD, PhD, 7 and Nobuo Shinohara, MD, PhD*

Objectives: The aim of this study was to clarify the characteristics of
adverse events/near misses during laparoscopic/thoracoscopic surgery.

Methods: Using relevant key words for minimally invasive surgeries, 540
records were identified in the database of the Japan Council for Quality
Health Care. After data review and the classification of adverse events,
746 events associated with laparoscopic (laparo group) and/or thora-
coscopic (thoraco group) surgery were identified. We caleulated the fire-
quency of each event, compared the frequency regarding recurrent

S ince the report “To Err is Human, Building a Safer Health Sys-
tem,”' health care workers have re-realized that medical acci-
dents are inevitable events during daily clinical practice, and,
among medical practices, surgical procedures particularly pose
a potential risk to patients, which could result in significant
complications.

Recent progress in minimally invasive surgery, such as
thoracoscopic/laparoscopic/robotic surgeries, has provided sev-

eral advantages including reduced pain, less scarring, lower-
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Notice from pharmaceutical companies alerting “Sound-alike
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Notice from pharmaceutical companies alerting “Sound-alike
drugs” through citation of JQ’s database
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Sound-alike drugs
LOOK ALIKE

SOUND ALIKE — “Almar

I”

vs ‘Amaryl”

>

I”

“Almar

The brand name was relinquished

from the market and replaced with

generic name in 2012 for patient
safety reason.
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Distribution of data’knowledge through SNS (Facebook)
(2014-~)

------------ G 3:49 7 66% @)

All  Posts People Groups Photos Vi
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w Page - Nonprofit Organizatio... !

Shortcuts
A Share

Facebook

® T LR
LT @ 29 20
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2.4K like this-Nonprofit Organization

Nov 25 -  EREMIERINEFTEET oo
¥, http://lwww.med-safe.jp/ 20204 I
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ZEFRPMES, MEEIhELL.

O 29 3 Shares
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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 Investigation/Prevention
(Insurance) with Patient Representatives

et h N Medical chart,
. el'ofncp Review  Payment Birth care record,
(Report of CP) laboratory data, etc.
Family’s Voices I

Prevention, early settlement of conflicts and

Proceeding irrespective of negligence

20-30 pages

Improvement of quality




Disclosure of individual investigative report on the web
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Table of contents of annual “Prevention report”
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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
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Recommendations published by Prevention Committee
(for Obstetrician/Midwife)

7 J— | v Educative recommendations on
neonatal resuscitation standard.

v" 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.

gmg ASHAEEA DA ERS AT
103
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Recommendations published by Prevention Committee
(for Pregnant woman)

T j—
ERES R

el =meros | v EdUcCative statement on how to observe
EESDELFSEAIEOUT | newborn after birth.

= v’ 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.
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Disclosure and publicity

* Quarterly report: No. 1-68
« Annual report: 2005-2020
s » Reports are released through press conferences.

Project to Collect Medical Near-miss/

/-

Bo ERESORS
D 283 250002

pik
*
i) 2evmes Bxssasnann BEA O ERAERERN
Japan Council for Quality Health Care v ( O W
Division of Adverse Event Prevention sncil for Quality Health Care

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.
B




