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Foreword

ISO (the International Organization for Standardization) is a worldwide federation of national stand

ards

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.

TSOcottaborates closety with the International Efectrotecnnical Commission (IEC)on ail matte
electrotechnical standardization.

The procedures used to develop this document and those intended for its further maintenance
described in the ISO/IEC Directives, Part 1. In particular, the different approval criteria.needed fo

s of

are
- 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 subje
patent rights. ISO shall not be held responsible for identifying any or all such patent rights. Deta

ct of
Is of

any patent rights identified during the development of the document will-he 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 doe$

constitute an endorsement.

For an explanation of the voluntary nature of standards,)the meaning of ISO specific terms
expressions related to conformity assessment, as well-a&s information about I1SO’s adherence td
World Trade Organization (WTO) principles in the Teehnical Barriers to Trade (TBT), see www.iso
iso/foreword.html.

This document was prepared by Technical Committee ISO/TC 276, Biotechnology.

Any feedback or questions on this documengishould be directed to the user’s national standards bo
complete listing of these bodies can be feund at www.iso.org/members.html.
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Biotechnology — Biobanking — Process and quality
requirements for establishment, maintenance and
characterization of mammalian cell lines

AMENDMENT 1

3.6
Replace the definition with the following text:

3.6
cryopreservation

process by which cells are maintained in an ultra-low temperatupe in an inactive state so they can
be revived later

3.11

Delete the term “informed consent” and its definition:

3.12to3.17

Adjust the numbering according to the deletion of 3.11.

4.1
Add the following text @s,the last sentence of this subclause:

ISO 20387:2018, Clause 4, shall be followed.

4.2
Replace/the entire subclause with the following text:

4.2 Legal and ethical requirements

SO 203872018, 4.3 5hall be foiiowed.

The biobank shall consult a competent institutional/independent ethics review committee, which
is responsible for the investigation and evaluation of any related ethical principles/requirements.

The biobank shall comply with ISO 20387:2018, 4.1.6 and 7.2.3.4. The biological material, which is
the source of the cell line, shall be collected, transported and handled according to internationally
accepted procedures.
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The biobank shall be aware of and able to demonstrate compliance with relevant nationally,
regionally and internationally approved ethics, laws and regulations relating to the biological
material held in the biobank.

44.1

Rep

ce the second p;lrngmph after i) with the fnllnwing text:

4.6
Dele

4.7

The biobank shall equip its facility with appropriate biosafety equipment based on the assessed
biological safety level (documented risk analysis); see 4.3.2.1S0 20387:2018, 6.3.5, shall be followed.

te the whole subclause.

Ren

5.3.2
Add

Ren:[mber the subclause to 4.6.

mber 4.7.1 to 4.6.1; 4.7.2 t0 4.6.2; 4.7.3 to 4.6.3; and 4.7.4 to 4.6 4,

h) as an additional point to the list with the following text:

h) passage number.

5.3.3, fifth paragraph
Replace the text with the following text:
When contamination is detected in a cell line (i.e. microbial contamination or contamination with
hnother cell line), the biobank should check if other batches are also contaminated. The biobank
may dispose of contamiiated cell lines if at least one other batch is uncontaminated. If, however,
there is no uncontanjihated batch, the biobank can request another deposit from the provider or
perform removal-¢f contaminants (e.g. with antibiotics) and re-culture the cell line. The biobank
chall record and)track contamination events.
5.3.4, Taple-1
Replace’with the following:
Table 1 — Example of cell line storage condition
Purpose Storage condition Minimum cell number Minimum number of vials
per vial
Seed stock Vapour-phase of 12
liquid nitrogen 1 x 106 cells/ml
Distribution stock (recommended) (each vial) 20
(<-130°C)
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