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National foreword

This British Standard is the UK implementation of ISO 24088-1:2022.

The UK participation in its preparation was entrusted to Technical
Committee BTI/1, Biotechnologies.

A list of organizations represented on this committee can be obtained on
request to its committee manager.

Contractual and legal considerations

This publication has been prepared in good faith, however no
representation, warranty, assurance or undertaking (express or
implied) is or will be made, and no responsibility or liability is or will be
accepted by BSI in relation to the adequacy, accuracy, completeness or
reasonableness of this publication. All and any such responsibility and
liability is expressly disclaimed to the full extent permitted by the law.

This publication is provided as is, and is to be used at the
recipient’s own risk.

The recipient is advised to consider seeking professional guidance with
respect to its use of this publication.

This publication is not intended to constitute a contract. Users are
responsible for its correct application.
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Compliance with a British Standard cannot confer immunity from
legal obligations.

This British Standard was published under the authority of the
Standards Policy and Strategy Committee on 31 August 2022.

Amendments/corrigenda issued since publication

Date Text affected

Documents

Document Sharing Hub

Full document details: BS ISO 24088-1:2022


https://doi.org/10.3403/30419750
http://www.avadocuments.com/doc/bs-iso-24088-1-2022
http://www.avadocuments.com/doc/bs-iso-24088-1-2022

Full document details: BS ISO 24088-1:2022

BS ISO 24088-1:2022

INTERNATIONAL ISO
STANDARD 24088-1

First edition
2022-07-22

Biotechnology — Biobanking of
microorganisms —

Part 1:
Bacteria and archaea

Biotechnologie — Biobanque des microorganismes —

Partie 1: Bactéries et archées

= Reference number
—/ \N— ISO 24088-1:2022(E)

ISO Documents

= — Document Sharing Hub
e © IS0 2022


http://www.avadocuments.com/doc/bs-iso-24088-1-2022
http://www.avadocuments.com/doc/bs-iso-24088-1-2022

BSISO 24088-1:2022
ISO 24088-1:2022(E)

COPYRIGHT PROTECTED DOCUMENT

© IS0 2022, Published in Switzerland
All rights reserved. Unless otherwise specified, no part of this publication may be reproduced or utilized otherwise in any form
or by any means, electronic or mechanical, including photocopying, or posting on the internet or an intranet, without prior
written permission. Permission can be requested from either ISO at the address below or ISO’s member body in the country of
the requester.

ISO copyright office

Ch. de Blandonnet 8 « CP 401

CH-1214 Vernier, Geneva, Switzerland

Tel. +41 22 749 01 11

Fax +41 22 749 09 47

copyright@iso.org

WWw.iso.org Documents

.. Document Sharing Hub
11 © IS0 2022 - All rights reserved

Full document details: BS ISO 24088-1:2022


http://www.avadocuments.com/doc/bs-iso-24088-1-2022
http://www.avadocuments.com/doc/bs-iso-24088-1-2022

BS ISO 24088-1:2022

ISO 24088-1:2022
Contents Page
FFOT@WOTM .........coccccee e85 5885855555855 \%
IIMETOAUICEIONL. ..ot vi
1 S0P ... 1
2 NOTTNATIVE TEECI@ICES .........ooccoooee e 1
3 Terms and AeFIMITIOIIS ... 1
4 General requirements....
4.1 General ..o
4.2 Legal requirements.
4.3 HEAITH QNA SAFEEY ...t
. 700 7 1 V=) - 1 S
4.3.2  Chemical safety ...
4.3.3 Biosafety and biorisk
4.3.4  Personal protective @qQUIPIMENT ... ssssssessssssssssene
4.4 Biosecurity and acCess ...
441 General....n:
4.4.2  Access to biosecure area(s)
4.5 Relocation of microbial Materials.............ooecroeceeeieeeeseeeeseee et
5 P@ISOIIIIEN .........ccc e
Facilities...........cccn,
6.1 General......co.
6.2 Biosafety cabinets.........
6.3 Back-Up StOrage faACIIITIES . ..o
7 Critical equipment for microbial biobanKking ...
7.1 LT3 1<) - OO
7.2 Calibration...........
7.3 Incubators......
7.4 Refrigerators
7.5 Ultra-low temperature electrically powered storage......
7.6 Liquid nitrogen storage system/liquid nitrogen supply.....
7.7 FIEEZE ATV ..o
7.8 AULOMALEA STOTAZE SYSTEINIS ..o et
7.9 0 od = 1< OSSO
8 PIrOCESS FEQUITEIMEIES ...........ooooiooooeeeeeceeieeeeee s s
8.1 Acquisition or deposit
S 0 00 S €= £ V=) - | OO OSSO
8.1.2  Review of requests to deposit Material($). ...,
8.1.3  Decision regarding requests to deposit materials...
8.1.4  Confirmation of materials and associated data..........ocssssiis
8.2 AUTNENEICATION ...

8.3 Purity and passage control...
8.3.1 General
8.3.2  Contamination with other microorganisms..

8.3.3  Passage control.........n
8.4 Preparation, preservation and storage............
841 GOIIETAL o
8.4.2  Preparation of distribution stock and master StocK ..., 12
8.4.3  Preparation, preservation and storage of derivatives from microorganism(s).... 14
8.5 DIESTITDULION .

8.5.1  General
8.5.2  Review and acceptance of distribution requests.
8.5.3  Distribution agreement. ...

] Document Sharin%Hub
© IS0 2022 - All rights reserved 1

Full document details: BS ISO 24088-1:2022


http://www.avadocuments.com/doc/bs-iso-24088-1-2022
http://www.avadocuments.com/doc/bs-iso-24088-1-2022

BSISO 24088-1:2022
ISO 24088-1:2022

8.6 Packaging
8.7 Transport

9 ComPlaint MANAGEIMIEIIT.......ooci et 15

10 Management of information and data ...

10.1 Information system requirements........
10.1.1  General. ...
10.1.2 Microbial material identification system...
10.1.3  MiInimum data St . ...
10.1.4 Recommended data set for microbial materials
10.1.5 Microbial biobank accession NUMDET ...................iieeeeeeeeeeeee oo
10.1.6  Production 1Ot UMDY ........oooooio oo
10.1.7 Location

10.2  INVENTOTY MANAZEIMEIIT .....ooiirieeiieriieiieiee e
11 Quality control, validation and verifiCation ... 16

TLLT GEIETAL oot 16

11.2  Quality control of processes, microbial materials and associated data...........cccr 16

11.3  Validation and verification of MEthOdS. ... 17
12 REPOTIIIG ... 17
BIBLIOGTAPIY ... 18

Documents

. Document Sharing Hub
v © IS0 2022 - All rights reserved

Full document details: BS ISO 24088-1:2022


http://www.avadocuments.com/doc/bs-iso-24088-1-2022
http://www.avadocuments.com/doc/bs-iso-24088-1-2022

BS ISO 24088-1:2022
ISO 24088-1:2022

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.
Alist of all parts in the ISO 24088 series can be found on the ISO website.

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

Many countries around the world have microbial biobanks that perform biobanking activities according
to their own guidelines. Microbial biobanks face challenges such as the genetic mutation of strains,
microbial contamination, misidentification and loss of viability. These challenges can impact users’
research results with consequent serious socio-economic losses, affecting the bioindustry, society
in general and other stakeholders. It is imperative that internationally standardized operational and
management requirements address these common problems.

This document has been developed to promote confidence in microbial biobanking. It contains the
requirements to enable biobanks to demonstrate their competent operation and the ability to provide
authenticated microbial materials 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 relevant to the life cycle of microbial material and associated data within the scope/control
of the microbial biobank.

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.
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INTERNATIONAL STANDARD ISO 24088-1:2022

Biotechnology — Biobanking of microorganisms —

Part 1:
Bacteria and archaea

1 Scope

This document specifies requirements for the biobanking of bacteria and archaea. It includes
management of microbial material associated data as well as biosafety and biosecurity requirements.

This document is applicable to all organizations performing biobanking with bacteria and archaea used
for research and development.

This document does not apply to processing methods for microbial materials intended for food/feed
production, laboratories undertaking food/feed analysis or therapeutic use.

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

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.

[SO 15190:2020, Medical laboratories — Requirements for safety

IS0 20387:2018, Biotechnology — Biobanking — General requirements for biobanking

ISO 21710:2020, Biotechnology — Specification on data management and publication in microbial
resource centers

ISO 45001:2018, Occupational health and safety management systems — Requirements with
guidance for use

WHO. Laboratory biosafety manual. Fourth edition. World Health Organization, 2020

3 Terms and definitions

For the purposes of this document, the terms and definitions given in ISO 20387:2018 and the
following apply.

ISO and [EC 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 https://www.electropedia.org/

3.1

associated data

any information affiliated with microbial material (3.12) including biosafety (3.2) conditions but not
limited to collection, taxonomic, deposit history, specific authorization and provider data
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