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Biobanks: as a new social infrastructure
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What is required of Japanese Biobanks?
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The role and nature of biobanks in our society
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Quality assessment and standardization/harmonization of clinical samples in
biobanks for data sharing among researchers and companies.
-Recent trials in Japan and other countries-
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2) FIP indicates fitness for the intended purpose, as defined in ISO 20387.
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Biobank Japan: Advancement of utilizing of disease cohort
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Mission and goals of International Agency for Research on Cancer (IARC)
Biobank

Zisis Kozlakidis o
IARC/WHO CIBER

The International Agency for Research on Cancer (IARC) is an executive agency of the
World Health Organization (WHO) with headquarters in Lyon, France. IARC focuses
on research for cancer prevention, and has been instrumental in the past 50 years in
the development and support of guidelines and standards for the benefit of public
health worldwide. Additionally, IARC acts as the reference point for the global
classification of tumours, the global cancer observatory, as well as the support of
central infrastructure such as laboratory services and the biobank to enhance
ground-breaking cancer research, and develop local research capacity in LMICs.

The IARC Biobank (IBB) provides integrated support in specimen collections,
annotation, processing and storing in appropriate conditions, as well as distributing
worldwide. Large-scale collections constitute the cornerstone of cancer prevention
research and the IBB provides a key platform for cancer research maintaining high-
quality, research-ready biological samples from collaborative studies conducted
worldwide. IARC is actively engaged in such collections and, when required, acts as

custodian for samples from multicentre studies in a safe and secure environment.

Past President of the International Society for Biological and Environmental Repositories
(ISBER)

Head of the Laboratory Services and Biobank Group at the International Agency for Research
on Cancer (IARC), in Lyon, France.

Dr Kozlakidis is a virologist, with a PhD in microbiology from Imperial College London. He is an
elected Fellow of the Linnean Society of London, the Royal Academy of Sciences, UK, and a
Turnberg Fellow of the UK Academy of Medical Sciences. Dr Kozlakidis has contributed to
seminal studies in the adoption of innovations into routine healthcare. He holds an Executive
MBA degree from Cass Business School, City University, London, and he is a co-founder of the
City Healthcare Innovation Network, a conduit for providing and strengthening contacts
between healthcare start-ups and financial institutions based in the financial district of
London.

12



Council for Industrial use of
Biological and Environmental

Repositories

KRAR—FEEKBR] . Poster Session, ISBER 2019 Shanghai

Role and Mission of non-profit Boundary Organization,
CIBER, to Promote Biobanking as a Business

Junko lkeda 12, Hiroki Nakae 12, Kazuhiro Okano 3, Shin-ichiro Fujii 4, Takayuki Morisaki 5, Yoshihito Nakajima €,
Hiroyuki Kobayashi 7, Tatsuaki Tsuruyama 8, Hiroyuki Uchiyama 9, Yasunari Yamanaka 12, Soichi Ogishima %, Koh Furuta !

1. Council for Industrial use of Biological and Environmental Repositories, Tokyo, Japan.

Tokyo, Japan.
Institute of Medical Science, University of Tokyo, Tokyo, Japan.

2. Japan bio Measurement & Analysis Consortium, Tokyo, Japan.
4. Bio-Medical Standards Group, National Metrology Institute of Japan National Institute of Advanced Industrial Science and Technology, Tsukuba, Japan. 5. The
6. Thermo Fisher Scientific Japan, Tokyo, Japan.
and Discovery Medicine, Pathology Division, Graduate School of Medicine, Kyoto University, Kyoto, Japan.
Japan. 11. Tohoku Medical Megabank Organization, Tohoku University, Sendai, Japan.

3. ACTmed Co., Ltd.,

7. Shionogi & CO., LTD., Osaka, Japan.
9. Nissui Pharmaceutical Co. Ltd., Tokyo, Japan.

8. Department of Drug
10. RIKEN, Tsukuba,

Introduction

‘ Business means not interests but social infrastructure in this poster. ‘

Building Social Infrastructure: Biobanking

Biobanking operation will soon be a very important social infrastructure in near
future. Biobanking operation should be always considered with citizen-centered
approaches. Citizens are research collaborators, donors, and patients with whom
biobanks make promises to utilize their biospecimens and associated data for
research and development. Citizens hope strongly the enhancement of medical

technologies and medical systems for their benefits by donating their bioresources.

Since biobank operation consists of facilities, equipment, collection, storage,
transport, analysis, data-sharing, R&D, etc., in all of these components the
expertise is required. Especially, in the ‘exit’ part of R&D, industrialization is
necessary for citizens to receive medical products, services, and systems (=drugs,
diagnosis, testing and so on), as their benefit. Social infrastructure is not
completed without economic circulation with industrial sectors. CIBER pursues the
missing components and bridges the gap between the other components to create
balanced economic circulation.

social
CONTRIBUTION.

&
&
@ economic circulation needs to be established
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AMED National Project in Japan

“Biobank platform utilization project” ﬁn 3
The project aims to advance the utilization
stored in biobanks throughout Japan by b
searching bioresources. The project is lead
and joined by major biobanks affiliated wit
non-profit organization, also partlapates
users/end-users. (CIBER is not a bi
enhance international
activities.)

ospecimens and associated data
ing an integrated platform for
f. Ogishima, Tohoku University
iversity/research institute. CIBER,
project on behalf of bioresource
. Our mission in the project is to
icipating in 1SO standardization

L.

BIOBANKJAPAN National Center Bisbank Network

CRM for EQA

Not only In the clinical laboratories, but also in the biobanks, the External Quality
Assessment (EQA) schemes shall be implemented. It is described in the 1SO 20387,
1SO 17025, 1SO 15189 and ISBER best practices. EQA schemes are to identify the
laboratory’s ability of treating medical/research samples and the quality of
routine laboratory work. Through EQA schemes, laboratories can demonstrate

their ability and quality. .

In the EQA schemes, the Certified
Reference Materials (CRM) should be
used to demonstrate to prove it is SI
traceable. CIBER aims to offer the CRM
along with AIST (Japan), who is
accredited according to I1SO 17034
standard.

Adaptadirom Picbani. AACB conference 2015

ISO: Common Languages and Rules

1SO is to establish the common languages and common rules required in the social
infrastructure. In the biobanking domain, ISO 20387 was published in August 2018
and its guidance document, TR 22758 is about to be published later 2019. 1SO
documents are firstly developed by the stakeholders, secondly used to establish
the accreditation systems, thirdly used to operate the biobanks according to the
requirements in the documents. CIBER is engaged in every phase, and network
stakeholders in order to make consensus opinion. ISBER Best Practices also offer
common languages and rules. According to these guidance documents, the world
could communicate and transact, otherwise it is not recognized as biobanks or
businesses if they don’t conform with the consensus requirements.

It is often misunderstood, but it is NOT obliged at all to get ISO accredited, it is
a matter of primary biobank design, it can be referred to the Conformity
Assessment concept. It is possible to prove the quality of biobank with objective
evidences.

1SO 20387:2018 :SONVD TR 2?753

Underdevelopment
B o H ... Standards are developed under the

— y — ISO directives:
oo - somomarse 1. Standards developed by
oren stakeholders (ISO/TC 276)
= || = 2. Biobanks accredited by
2 accreditation body
3. Standards implemented by
General requirement ion guide biobanks

for biobanking for ISO 20387

Q CIBER

Councilfor Industrial use of

Council for Industrial use of Biological and Environmental Repositories
:‘kamauna Environmenta Head Office Location: 6F Sanseido bldg. 2-4-10, Kojimachi, Chiyoda-ku, Tokyo 102-0083 JAPAN

Conclusions

Establishing the social infrastructure for biobanking with well-designed economic
circulation is not easy to achieve. There are a lot of biobanking institutions being
commenced worldwide, however, stepping forward from collections and storages
seems very struggling in many institutes. The factors lie in the facts of (A) a sense
of guilt for transacting with biospecimens and data, and (B) hardness of
implementing personal information management system (especially, in case of
genome data) in conformity with regulations such as Private Information
Protection Law, and GDPR. The biobanking community including CIBER should
identify the negative factors and narrow the gap between the biobank operators
and stakeholders in other components in order to produce the social infrastructure
with economic circulation.
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