
Biotechnology — Biobanking — General 
requirements for biobanking

AS ISO 20387:2020
ISO 20387:2018

Curre
ntly

 in
 p

re
vie

w, c
lic

k b
uy f

ull v
er

sio
n

https://www.stdhive.com/standards/as-iso-203872020-pdf/


AS ISO 20387:2020

ISBN 978 1 76072 941 7

This Australian Standard® was prepared by HE-032, Biotechnology. It was approved on 
behalf of the Council of Standards Australia on 23 July 2020.
This Standard was published on 31 July 2020.

The following are represented on Committee HE-032:
AusBiotech
Australasian Biospecimen Network Association
CSIRO
Medical Technology Association of Australia
Melbourne Genomics Health Alliance
National Association of Testing Authorities Australia
National Measurement Institute
NSW Health Pathology
NSW Ministry of Health Initiative
Office of the Gene Technology Regulator (Australian Government)
Pathology Technology Australia
Science Industry Australia
University of Queensland
University of Sydney (Centre for Cancer Research)
University of Sydney (Centre for Infectious Diseases and Microbiology)
University of Tasmania

This Standard was issued in draft form for comment as DR AS ISO 20387:2020.

Keeping Standards up-to-date
Ensure you have the latest versions of our publications and keep up-to-date about 
Amendments, Rulings, Withdrawals, and new projects by visiting:  
www.standards.org.au

Curre
ntly

 in
 p

re
vie

w, c
lic

k b
uy f

ull v
er

sio
n

http://www.standards.org.au
https://www.stdhive.com/standards/as-iso-203872020-pdf/


Biotechnology — Biobanking 
— General requirements for 
biobanking

AS ISO 20387:2020
ISO 20387:2018

COPYRIGHT
© ISO 2020 — All rights reserved 
© Standards Australia Limited 2020
All rights are reserved. No part of this work may be reproduced or copied in any 
form or by any means, electronic or mechanical, including photocopying, without the 
written permission of the publisher, unless otherwise permitted under the Copyright 
Act 1968 (Cth).

First published as AS ISO 20387:2020.

Curre
ntly

 in
 p

re
vie

w, c
lic

k b
uy f

ull v
er

sio
n

https://www.stdhive.com/standards/as-iso-203872020-pdf/


Preface

This document was prepared by the Standards Australia Committee HE-032, Biotechnology.

The objective of this document is to specify general requirements for the competence, impartiality and 
consistent operation of biobanks including quality control requirements to ensure biological material 
and data collections of appropriate quality.

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

Biobank users, regulatory authorities, organizations and schemes using peer-assessment, accreditation 
bodies, and others can also use this document in confirming or recognizing the competence of biobanks.

This document does not apply to biological material intended for food/feed production, laboratories 
undertaking analysis for food/feed production, and/or therapeutic use.

NOTE  1 International, national or regional regulations or requirements can also apply to specific topics 
covered in this document. Voluntary Standards do not replace laws, with which standards users are understood 
to comply and which take precedence.

NOTE 2 For entities handling human materials procured and used for diagnostic and treatment purposes AS 
ISO 15189 and other clinical standards are intended to apply first and foremost.

This document is identical with, and has been reproduced from, ISO  20387:2018, Biotechnology — 
Biobanking — General requirements for biobanking.

As this document has been reproduced from an International Standard, a full point substitutes for a 
comma when referring to a decimal marker.

Australian or Australian/New Zealand Standards that are identical adoptions of international 
normative references may be used interchangeably. Refer to the online catalogue for information on 
specific Standards.

The terms “normative” and “informative” are used in Standards to define the application of the 
appendices or annexes to which they apply. A “normative” appendix or annex is an integral part of a 
Standard, whereas an “informative” appendix or annex is only for information and guidance.
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© Standards Australia Limited 2020

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 of 
electrotechnical standardization. 

The procedures used to develop this document and those intended for its further maintenance are 
described in the ISO/IEC Directives, Part 1. In particular, the different approval criteria needed 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 may be the subject of 
patent rights. ISO shall not be held responsible for identifying any or all such patent rights. Details of 
any patent rights identified during the development of the document will be in the 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 the convenience of users and does not 
constitute an endorsement. 

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

This document was prepared by Technical Committee ISO/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 at www​.iso​.org/​members​.html.
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Introduction

This document has been developed with the objective of promoting confidence in biobanking. It 
contains requirements to enable biobanks to demonstrate competent biobank operation and the ability 
to provide biological material and associated data of appropriate quality for research and development.

This is intended to be achieved by the planning and implementation of policies, processes and 
procedures covering the life cycle of biological materials and their associated data. The use of this 
document facilitates cooperation, fosters exchange, and assists in the harmonization of practices among 
biobanks, researchers and other parties.

In this document, the following verbal forms are used:

—	 “shall” indicates a requirement;

—	 “should” indicates a recommendation;

—	 “may” indicates a permission;

—	 “can” indicates a possibility or a capability.

Further details can be found in the ISO/IEC Directives, Part 2.
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© Standards Australia Limited 2020

Australian Standard®

Biotechnology — Biobanking — General requirements for biobanking

1 Scope

This document specifies general requirements for the competence, impartiality and consistent 
operation of biobanks including quality control requirements to ensure biological material and data 
collections of appropriate quality.

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

Biobank users, regulatory authorities, organizations and schemes using peer-assessment, accreditation 
bodies, and others can also use this document in confirming or recognizing the competence of biobanks.

This document does not apply to biological material intended for food/feed production, laboratories 
undertaking analysis for food/feed production, and/or therapeutic use.

NOTE 1 International, national or regional regulations or requirements can also apply to specific topics covered 
in this document.

NOTE  2 For entities handling human materials procured and used for diagnostic and treatment purposes 
ISO 15189 and other clinical standards are intended to apply first and foremost.

2 Normative references

The following documents are referred to in the text in such a way that some or all of their content 
constitutes requirements of this document. For dated references, only the edition cited applies. For 
undated references, the latest edition of the referenced document (including any amendments) applies.

ISO  8601, Data elements and interchange formats  — Information interchange  — Representation of 
dates and times

3 Terms and definitions

For the purposes of this document, the following terms and definitions apply.

ISO and IEC maintain terminological databases for use in standardization at the following addresses:

—	 ISO Online browsing platform: available at https://​www​.iso​.org/​obp

—	 IEC Electropedia: available at http://​www​.electropedia​.org/​

3.1
accessioning
logging
documenting the addition of a new biological material and/or associated data to a biobank

3.2
acquisition
act of obtaining possession and/or custody of biological material and/or associated data

3.3
associated data
any information affiliated with biological material including but not limited to research, phenotypic, 
clinical, epidemiologic, and procedural data
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