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Demand for standardized biobanking

DUZHI-T223>D70%LL E(FEEFSRICEDVTULS,

It is estimated that more than 70% of clinical decisions are based on information

derived from laboratory test results
ADVANCE for Administrators of the Laboratory. July 2005
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... the cumulative (total) prevalence of irreproducible preclinical research exceeds
50%, resulting in approximately US$28,000,000,000 (USS28B)/year spent on

preclinical research that is not reproducible - in the United States alone.

Freedman LP, Cockburn IM, Simcoe TS (2015) PLoS Biol 13(6):
€1002165.doi:10.1371/journal.pbio.1002165
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The pre-analytical phase accounts for 46% to 68% of such errors observed during

the total testing process
Medical Laboratory Observer, May 2014
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Increase quality and reduce costs
Foster Research & Development

and above all
Maintain public trust

Dagher;ZERDAF1 R&D

Convenor report, NO301, Seoul, 2017 3
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Maintain public trust

SEAOPETRVEAERTERL,

Only those who are associates of the director can access the sample.

QIR SBEHNZDOES EGEMGRNTDLD
(CTRDTZ,

The result started to differ after the personnel for the processing changed.

FIRANECRVMERNENI,

Usage not in accordance with donar’s consent.

S{FEORIK TV ITATERLTEDM.

Access was lost after the retirement of the director.

UAMC(F & fehhEBR IE D12,

The sample was on the list, but didn't exist.
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Process of standard development
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Evolving stages
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FEIAZVERLDTime line

Start

20387l 7E Publish

PRES

20387#0ER 1P version
22758%lI7TE Publish

2014 15 16 17 18 19 20 21 22 23

2014.12
2015.4
2015.10
2016.5
2016.10
2017.5
2017.11

Berlin
Shenzhen
Tokyo
Washington
Dublin
Seoul
Rome

2018.6
2018.12
2019.6
2019.12
2020.6
2020.11
2021.6
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Meeting

22758%[1ZR 1P version

Beijing 2021.12 Web

Potsdam 2022.3 Web
Tokyo 2022.6  Web
Toronto 2022.11 Web

Web 2023.6 Atlanta
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ISO 20387:2018 NA AN F2 ) D—H5ERFEIR

1 ﬁﬁﬁ%ﬁ (Scope)

2 %'ﬁﬁ%ﬁ*ﬁ (Normative references)

3 }EHEEEBJ:UE% (Terms and definition)

4 _HQESREEIE (General)
(D5 - 12 SE)

5 #Hi%(CRHI 3EKREIR (Structural)

6 iéq)\)ﬁ(zaaa_égﬁqglﬁmaource)
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7 JOLADZERZEIA (Process)
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8 QMS
LHIEYES

EDERSEIA
Three pillars
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Biobanking
specific
requirements
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Maintain public trust

SEADOMPRITRVAERATER,

Only those who are associates of the director can

access the sample.
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The result started to differ after the personnel for the
processing changed.

RIEAREICRVERNENT.

Usage not in accordance with donar’s consent.

SEADIRKT7ITA TSR =

Access was lost after the retirement of the director.
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The sample was on the list, but didn't exist.
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4.2.1 NFEMH Impartiality
4.2.1 )\AA)X>FT1E, DNFENTFENDZLDS
(C, fEfbEn, EIEENRENERSRV,

7.3.1 7JEABLUBCATOIRAN Access principles
7.3.1.1 RN UBEET —I\DT7 IR
RUENSOEZEEIIRAZIREL, X
=1tL, BYIRSEEARALBITNERSRR,

HE5Hl competence assessment (6.2.2)
& training (6.2.3)

HIALER preparation (7.6), MEBEIR QC (7.8)

IR cthics (4.1.6), MTA (7.3.3)

PICRBEFUVEATDIRAN access principles (7.3.1)
DRI R OBESADIFAL risk control (8.5)

N—HEUF1 traceability (7.5)
RE storage (7.7)
[BEREIE Management of information and data

(7.10) 11
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s [ Biobanking Standards }
/( - N
Microbes Plant [ Animal ] Human specimen
| Biobanks Biobanks Biobanks Biobanks
ISO 20387:2018 General requirements for biobanking
ISO/TR 22758:2020 Implementation guide for ISO 20387
1SO/21899:2020 Validation and verification of processing methods in biobanks
|
ISO/CD 24088-1 ISO/TS 23105 ISO 21709:2020 mammalian cell lines
microorganisms ﬂg't’ér?;‘l"ogica' ISO/TS 20388 ISO/WD TS 22859
i i i i MSC from umbilical cord

I1SO 21710:2020 animal biological material
data management ISO/CD 18209-1 ISO/CD 24651
microbial resource Helminth MSC from bone marrow
centers ISO 24603 pluripotent stem cells
ISO/AWI 20309 Deep-sea biological materials ISO/CD 18162

Human neural stem cells

ISO/AWI 20012

Human NK cells
ISO/AWI 20070 Sample containers
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GeneralRX E(IFITH. BEXE#FHFET [] Under development
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Toward the accreditation of ISO 20387
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US: 7 banks RE3NEELERTE IP: pilot
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+5 certified
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France. SNEELESIE. 3 banks
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Risk of excluding Japanese samples from future large-scale international research, if

no accredited bank in each disease field. 1 3
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The purpose of nationalizing the I1SO standard
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Nationalization of ISO 20387

Committee
Categories | N |Eg.
HEE Producers 5 J{>% Biobanks

7 Neutral 13 = pharmaceuticals
BH{%E Stakeholders 6 AT Government

2021.7~2022.2

S5EINZER. MEN14450iEHEERR. 527 DiIRE 2 E(CRFZ/ERK
meetings Points proposals

2022.3~2023.3

RIE. EERLT7) I EZET2023.5HF

After several proofreading and hearing, published in May 2023
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English |SiREE____ |JIs  [®&&

accessioni 77tiaz>d. Eix FREIARIR Y/ RSBEET —

ng, logging OF>% A I\A AN DIGENILIEC EZERERT
D
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English | 53%RIf Bil-@m___JIs

6.2.3.1 HIfEESCECL JO0J5A or E8ER --FFRDEEER(I
The training shall RENEZRSRRV, —S>XAREDEEER SLRIFNERS
be documented 720\,
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--as required---
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iESC X—H—OEURERAE (L, HURIERE LU CHIHRIEE THD,

4.2.1 NFEM (4.2) CORRSIE, DPFEERBEENDDICL EERLTLD, (H
B2) J\AA)X>HTE, FIEEROBENREERIZEN DD A AN DODEEHH[E
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(3 (FEg) DEEREZESREDBHEERICLRERRENSENS.,
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