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Foreword

ISO (the International Organization for Standardization) is a worldwide federation of national standards
bodies (ISO member bodies). The work of preparing International Standards is normally carried out
through ISO technical committees. Each member body interested in a subject for which a technical
committee has been established has the right to be represented on that committee. International
organizations, governmental and non-governmental, in liaison with ISO, also take part in the work.
ISO collaborates closely with the International Electrotechnical Commission (IEC) on all matters.<:
electrotechnical standardization.

The procedures used to develop this document and those intended for its further maintenanc~ 1re
described in the ISO/IEC Directives, Part 1. In particular, the different approval criteria necded for the
different types of ISO documents should be noted. This document was drafted in accordance with the
editorial rules of the ISO/IEC Directives, Part 2 (see www.iso.org/directives).

Attention is drawn to the possibility that some of the elements of this document riicv be che subject of
patent rights. ISO shall not be held responsible for identifying any or all such natent .ights. Details of
any patent rights identified during the development of the document will be in ti:e Introduction and/or
on the ISO list of patent declarations received (see www.iso.org/patents).

Any trade name used in this document is information given for th~ cz.veiii<nce of users and does not
constitute an endorsement.

For an explanation of the voluntary nature of standards, *ht meaning of ISO specific terms and
expressions related to conformity assessment, as well as_infc 'mation about ISO's adherence to the
World Trade Organization (WTO) principles in the Tecknic: | Barriers to Trade (TBT), see www.iso.org/
iso/foreword.html.

This document was prepared by Technical Commit_ee [SC/TC 276, Biotechnology.

Any feedback or questions on this document should be directed to the user’s national standards body. A
complete listing of these bodies can be found it wiww.iso.org/members.html.
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Introduction

This document is intended to be a supplement to, rather than a substitute for, ISO 20387; as such, it is
not a stand-alone document. It can be helpful for the reader to first review ISO 20387, and refer to this
technical report in parallel or thereafter.

The following is noted in regards to the contents of this document:

— A technical report, by definition, contains no requirements. For this reason, the language is
intentionally non-prescriptive to avoid the introduction of new requirements.

— This document does not address those clauses and subclauses of ISO 20387 which are considei 2d to
be self-explanatory (e.g. ISO 20387:2018, Clauses 1, 2, and 3, and Annexes A, B, and C, etc.).

— (Clauses 4,5, 6 and 7 of this document address some general concepts that underlie the reguire meits
of ISO 20387.

— Clause 8 of this document addresses a selection of the specific requirements i1 ISO 20387, as
noted above.

— Examples are provided throughout the text of this document, and are uscd ti. illustrate a non-
exhaustive list of possibilities.

— Acronyms are used to simplify the text:

1) BMabD: ISO 20387 defines biological material (1SO 20327:. 118, 3.7) and associated data
(ISO 20387:2018, 3.3). For the purpose of this document tae terms are combined as "biological
materials and/or associated data" (BMaD). There re places where references are made to
either biological material or associated data. The term ‘s spelled out in these cases.

2) FIP: Fit for purpose or fitness for intended purpose.Y50 20387:2018, 3.24) is also defined by
[SO 20387. For the purpose of this document this term is denoted by FIP.

The term biobank has been previously defined it. a- umber of ways and no single definition has yet
been universally accepted by the scientific corimun'ty.

ISO 20387 defines a biobank (1SO 20387:2u18, 2.5) as a legal entity or part of a legal entity that performs
biobanking, and the term biobanking (ISC 20387:2018, 3.6) as the process of acquisitioning and storing,
together with some or all of the activities = ated to collection, preparation, preservation, testing, analysing
and distributing defined biological ‘muterial as well as related information and data. For the purposes of
this document, the term biobai. inciudes the personnel performing biobanking activities on behalf of
the biobank, as well as the ety i:self.

Biobanks can vary widely in:

— domains that are mai.aged, e.g., human, animal, fungus, microbial, and/or plant, etc. or a multiple
of these;

— types ofhic'ogical material and data in the biobank, e.g. nucleic acids, tissue, etc.;
— act: -itie. beiag performed;
— “ype: of organizations that are involved; and

<tructure, governance, oversight, and operation.

At the time of acquisition, biobanks can perform acquisition, processing and storage of BMaD for not-
yet-identified future use(s). In these cases, the biobank can acquire the BMaD according to standard
operating procedures (SOPs) appropriate for the projected end-use(s). Alternatively, biobanks can
acquire BMaD in response to a request from a user. The user can specify criteria for the BMaD and/or
SOPs developed or applied for that specific use.
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Biobanks can acquire BMaD for investigators studying new methods of collecting, storing, or processing
biological materials and the effects of these new methods on various analytes. In these cases, the
biobank can tailor the procedures to specifically meet the investigator’s needs rather than following
widely-accepted SOPs for handling of the BMaD.

Biobanks vary in the types of activities they perform. They can either perform the full range of
activities included in the definition of biobanking in ISO 20387, i.e. collecting/acquisitioning, preparing,
preserving, testing, storage, analysing and distributing BMaD or a subset of these activities for example
collecting/acquisitioning and distributing.

Biobanks can involve different types of organizations. They can be independent legal entities or resiac
within governmental entities, academic institutions, hospitals, non-profit or commercial organizati«ns.

Biobanks can include multiple sites of operation and can sometimes involve partie: av.multiple
institutions or organizations. In addition, they can involve sites of operations within di‘ferunt regions
or sometimes even different countries.

It is up to the biobank to identify the scope of biobank activities for which.it waits to implement
ISO 20387.

© 1S0 2020 - All rights reserved vii
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Biotechnology — Biobanking — Implementation guide for
ISO 20387

1 Scope

This document provides guidance to biobanks on how to implement the quality managen ent,
management, and technical requirements of ISO 20387. It expands on aspects of ISO 2035/ nd
provides examples for illustration purposes. The aim of this document is to assist biobanks o address
competency of personnel and appropriate quality of biological material and data colle<ticas. This
document is equally applicable to newly established and existing biobanks.

This document is applicable to all organizations performing biobanking, inc.:ding biobanking
of biological material from multicellular organisms (e.g., human, animal, {fungus and plant) and
microorganisms for research and development.

This document does not apply to biological material intended for feed; “0oa preduction, laboratories
undertaking analysis for food/feed production and/or therapeutics¢.

2 Normative references

The following documents are referred to in the text ‘n s':ch » way that some or all of their content
constitutes requirements of this document. For datod 1»feicaces, only the edition cited applies. For
undated references, the latest edition of the referenced (ocument (including any amendments) applies.

ISO 20387:2018, Biotechnology — Biobanking — Ger.~vc. requirements for biobanking

3 Terms and definitions
For the purposes of this documert, tk = *erms and definitions given in ISO 20387 apply.
ISO and [EC maintain terminologi-al (!atabases for use in standardization at the following addresses:

— ISO Online browsing plutt.rm: available at https://www.iso.org/obp

— IEC Electropedia: av. ilable at http://www.electropedia.org/

4 Backgronnd iniormation for the development of ISO 20387

4.1 Gene.al

[SO 203t 7 was developed to benefit biobanks of all sizes, types, resources and levels of maturity and/or
con.nlexiv7 as covered by the scope.

The notivation for the development of ISO 20387 was to enable robustness and reliability of research
ui.dertaken with these BMaD, supporting quality and reproducibility in research and development. This
in turn can contribute to increased and broader utilization of biological materials and associated data.
It is intended that conformity to ISO 20387 can help demonstrate a commitment to professionalism
within biobanking, promoting trust for key stakeholders, such as the public, donors, patients, users,
or funders. Benefits such as increased efficiency of biobank operations and interoperability among
biobanks, and improved marketability can result from a commitment to ISO 20387. These benefits can
also facilitate sustainability at a time of increasing complexity of research requirements.
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