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What biobanks can do to improve the quality of biobanks -
with a focus on self-inspection
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Biobank Self-Assessment Form

e NAF NV I BEBRIRE Biobank Self-Assessment Form

- AMED¥EHIE (2018-2020) = & W) VERL - 20B8
Developed by AMED- funded research project (Masui group, 2018-2020)

« 2019128 IZ1.00AR A FH
The 1.00 ed was pubhshed in 2019-12

+ 20208 (C4.00hk (&=#rhlk) AF (1021E2H)
The 4.00 ed (the latest ed) was published in 2020-08 (102 items)
o AIED T Position of this form
CNAF N SEBOLARE R T HIE - L
To serve as a map and yardstick for the overall picture of bi
- H E’J Purpose of this form
« WAFNYV OB ESIZDRENA S

To help ensure the smooth operann of biobanks

. .JEVH 1Bz AW 5E ODtlj%C’éb‘mi%

To increase the comparab|||ty of studies using samples and information

obanking activi
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Biobank Self-Assessment Form

« |ISO 20387 ¢& @Bﬁﬁ% Relationship to ISO 20387

. 1SO 20387 DYERK DIRER % I Ik
Reflected the experience in preparing ISO 20387

c NFETED LD, XEDELRYIFI0%UT

Overlap of documents was kept to <10% to this form available to the public

HADEFICEHE, 1SO 20387127 WHEIE S BN
Areas not covered by SO 20387 were added to adapt to the situation in Japan

o fFIBEERIEE Items related to ethical review
o HHEERET & DBEFR Items related to the relationship with the parent institution of the biobank
e WMHIT HMELE L DR, 74 & Items related to the relationship with the other departments

. /J\NEIJ%W%@/\% A /N2 7 DanEA k%R

The goal is to improve the quality of small to medium sized biobanks
e 1ISO 20387ER:E DB L WS HFE A FET D To avoid valus with or without 1SO certification
e |SO 20387DEHUE~DE L 5 N To provide a pathway to 1SO 20387 certification
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An example of biobank self-assessment OKADAI BIOBANK

Bk A4 %5y 2

. E,lj(l\’f j'/ﬁw/ 7 T E E).'?'Jfﬁd)?'éﬁﬁ Self-assessment at Okadai Biobank

« ENERFER ¢ 2020108 ~2023%F3A
Implementation period: 2020-10 to 2023-03

« Eier A 0 RIC1IE0OMBE TRRERE KA - &R

Implementation method: Monthly study MTG to share and discuss self-assessment results

° Fﬁ@ lmpression
s BT DNAF N DIRAZIEBICA->TIRYIRD Z ENTET

The self-assessment allows us to reflect on the status of our biobank according to the form
c KW EITANENETHZILTCH I EICDED o7z

't led to planning where improvements should be made
« WNAANVIBEDHBIZDEH - 7=

't led to education of biobank staff
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Revision of the Biobank Self-Assessment Form

E E,..Jl‘ﬁ @E&;J Revision of the Biobank Self-Assessment Form
w22 F/\/f 7f/\ v DAEREEICAIT-EmBAERE - B4

cDﬁ% 2023-2025)

AMED- funded research project “Establishment of High-Quality Management and Operation System to
Promote Utilization of Biobanks” (2023-2025)

° ??,EI@HY ") %E&W%‘; ltems of the research project’'s efforts
g a/\\\jiima)a&lﬂ

Revision of the Biobank Self-Assessment Form

BoRREZHWECRROEHIEE

Estabhshment of a system for self-assessment using the form

1
2.
3. AR I v LAEBESOPDOER
4

Creation of minimal common SOPs for each biospecimen

Wtze = & OHERESOP DERL

Development of recommended SOPs for each study
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Requirements for self-assessment to function

c BB EBEDSE ruture of the Self-Assessment Form
« BHERBREANH S - TIEE DS ILE F AW

Self-Assessment form alone do not advance self-assessment

s HERBRAPHRERICIRIT S =DICHEL Z
What is needed for self-assessment to take root in Japan

1. BCRREOEREL - R

Reliability and authority of Self-Assessment Form

« HOREDERZMHETET DA - FAL Mechanism for checking self-assessment results
- B E,‘ﬁTﬁ@%EE%%EEEE?— 2EE50EYMNE Adequacy of personnel to verify the results

2. BCRREDUET 2kt 9 5218 UL F - {LHEHA

Leaders and mechanisms for continuing revision the Self-Assessment Form

3. NAFRVIPpECERETH>»A T4 7

Incentives for biobanks to conduct self-assessment
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Foreign cases: Overview

ISBER BAT BBMRI-ERIC SAS | CAP BAP CTRNet RCP ISO 20387

International Society
for Biological and
Environmental
Repositories (ISBER)

Biobank Assessment
Tool (BAT)

ISBER Best Practices
(2851EH) ~DERE

& W & ZHm

Evaluate degree of

conformity to ISBER Best

Practices (285 items)

Biobanking and
BioMolecular
resources Research
Infrastructure,
European Research
Infrastructure
Consortium (BBMRI-
ERIC)

Self-Assessment
Survey (SAS)

F ICCENFATEERE IC
HEOW10fEFE D
Survey

10 Surveys, mainly
based on CEN technical
specifications

College of American
Pathologists (CAP)

Biorepository
Accreditation Program
(BAP)

BAP (2751EB) OEH
~NDHEEES W & 7
Evaluate the degree of
conformity to the
requrements of the BAP
(275 items)

Canadian Tissue

Repository Network
(CTRNet)

Registration and
Certification Program

CTRNetORZ k7 Z &
T4 ANDHEEEAWL
HEME Q'Y 2—IL)
Evaluate degree of
conformity to CTRNet
best practices (9
modules)

International

Organization for
Standardization (1SO)

General requirements
for biobanking

18bIEHICE D= EEE
=17 D

Conformity assessment
based on 185 items
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Foreign cases: Mechanisms (self-assessment, certification, etc.)

ISBER BAT BBMRI-ERIC SAS | CAP BAP CTRNet RCP ISO 20387

F 74 DSurveyll
B TEEE
HEREIFA LR L T
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EET 5 &,
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RFDTEDNTES
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F 74 DSurveyll
EETSE, LER—F

CAP Checklists# B&E A
LTANT S

FLETHEHBWRT
71:] TCbE/DL\f:E:F
ME=IFTAZENTE
5

CAP BAPREZ R/ Z

LIZEMEER, BECOR
1%, HlEFHEIC K 53F
Mo 700 7 4

ﬁy34y®ﬁ§%9
ﬁﬁﬁ%,EMﬁﬁ%
Ja—ILHEREND

WLBBHEEEET L,

AN E DR
Ik > THREE X

CTRNet
n5

l:llb‘ |:|.|__ 75 c‘.’.)

HIEXEZBEAL, &
HLTWS Z & %/
95 (B—EESMHET
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First-party conformity
assessment

a—H%—, AHEFE,

A S IC AR E %

FMATLHZENTES
(B =FHBEEMTE)

Second-party

conformity assessment

FOERERT 1C & % 5=
2B ERWEBE LY
SEAEN RTINS (
S=HBESHETME)
Third-party conformity
assessment
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Foreign cases: Incentives

ISBER BAT BBMRI-ERIC SAS | CAP BAP CTRNet RCP ISO 20387
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(Z1E, BBMRI-ERIC
Directory(ZE] (Q-
Label) At =, ZoN
AV AL e N
=E5

If a biobank meets
quality requirements, it is
marked (Q-Label) in the
BBMRI-ERIC Directory
to increase the visibility
of the biobank

CAP Accreditation
Checklistld, /N4 7F
N—h—RAREHEOE
RERERICHWT, 2
TEHNBIEEDpre-
analytic variable % 1B g
LZYVEET BICHT-
VEHEMEZHERT 52
CIEZRD (HEICE
V) EKERE )

The CAP Accreditation
Checklist can be used to
ensure the reliability of
tracking and managing
pre-analytic variables of
specimens used in
clinical trials involving
biomarker development

= AT T

51+ & DCancer
Research Societyn'Bf
e B TIE, BifE
Db AEEREEHE
CTRNetf¥&EdH 5 WM &
CLIADFREE = N 7= 143
%6)\?3‘5 ZEEE
A study funded by the
Cancer Research Society
of Canada requires that
existing human biological
specimens be obtained
from CTRNet- or CLIA-
accredited institutions.
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Considerations based on foreign cases

» HERBRDPAFRICRE K HICBHEL T

\/\/hat is needed for self-assessment to take root in Japan

1. EE',,J‘JQ LSRN - BT T

Reliability and authonty of Self- Assessment Form

c B RBDIERZERT HEHEA - RN = VZAINL ANV IFES

Mechanism for checking self assessment results —Society of Clinical Biobank

- BORBOREEAERT 2EE —BITARETES

Adequacy of personnel to venfy the results —BIiTA Certified Personnel

2. Ea/n\j(ﬁg—ﬁa)a&n—j%%l_%%bj_%j:a\/\i A =T UZhINL AN IS

Leaders and mechanisms for continuing revision the Self-Assessment Form —Society of
Clinical Biobank

3. NAFNRNVINRBCREZTOA VYT 147
|HC? Sves for b|obanks to comQuct self-assessment

—ENDERR
%emal mdmahom to the list of biobanks

mIRIERESBRICH T D E%ﬁni\?ﬂd)ﬁﬁﬁ (DEFF

!\/|al<e it a requirement to use stored biospecimen in clinical performance studies

—41) B
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Take-home message

s WNAFNRV I DEEICED>TWLWBEIAAN
For those involved in the operation of a biobank

s HEeRBROERICEOIH A<z W

We invite you to perticipate in conductinf self-assessments!

- 1FAB IR IIN TERE+

Self-assessment of the 1st round is underway within the research group

« 2RABIEMRNNCL CHHEERENT 5 FE

We will ask for cooperation from outside the research group for the 2nd round of self-assessment

s WNAF N7 DER - FHREFIBINDIAA
For users of biobank samples and information
« BORIERDERECISODRAEIIEDOMEECA 2 T4 TDT AT TITD
W<, H %@EMQpM%%%Tﬁ<téD

P|ease send us your opinions from the users’ point of view on the necessity of conductind self-
assessment and obtaining ISO certification, as well as ideas for incentives!
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