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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 Etectrotechnical 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 wilkbhe’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 welk as information about ISO's adherend
the World Trade Organization (WTO) principles i ‘the Technical Barriers to Trade (TBT),
www.iso.org/iso/foreword.html.

This document was prepared by Technical Committee ISO/TC 198, Sterilization of health care prody

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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Manufacture of cell-based health care products — Control

of microbial risks during processing

AMENDMENT 1

Page 1, Scope

Delete the last sentence, which explains that the standard does not replace national or regjonal

regulations, which is redundant.

Page 5

Replace Clause 4 with the following new Clause 4:

4 General

4.1 The development, validation and routine control ofca sterilization process is a critical element

in product realization of health care product. To~gnsure the consistent implementation of
requirements specified in this document, the necessary processes need to be established, impleme]
and maintained. Processes of particular importance in relation to the development, validation
routine control of a sterilization process include’but are not limited to:

— control of documentation, including records;

— assignment of management responsibility;

— provision of adequate resourees, including competent human resources and infrastructure;
— control of product provided by external parties;

— identification and trageability of product throughout the process; and

— control of non-conforming product.

NOTE ISO_«13485 covers all stages of the lifecycle of medical devices in the context of quality manage
systems for regtlatory purposes. National and/or regional regulatory requirements for the provision of h
care produets,can require the implementation of a full quality management system and the assessment of

system by,a.recognized conformity assessment body.

4.2<Aprocess shall be specified for the calibration of all equipment, including instrumentation for
purposes, used in meeting the requirements of this document.
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Page 8, 5.2.4

Delete the subclause.

Page 9, 6.3.2 b) NOTE

Change

© IS0 2022 - All rights reserved


https://standardsiso.com/api/?name=cd0bac029dc39e206a7a0d2839159612

ISO

NOT
to

NOT

18362:2016/Amd.1:2022(E)

E Attention is drawn to national and/or regional regulations for the design of containment facilities.

E National and/or regional regulations can apply for the design of containment facilities.

Page 9, 6.4 c)
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te "and/or regional GMP regulations” at the end of the sentence to read:

re negative air pressure areas or biological safety cabinets are used for CBHP processing, they shall
irrounded by cleanrooms as specified in ISO 14644-4.

9,6.4d)
te the first sentence so that it reads:

heating, ventilation, and air conditioning system (HVAC system) shall mot interfere with the air
of the biological safety cabinet.

10, 6.5.3¢)
te c) and replace with the following NOTE:

E National or regional regulations can apply to disposal of contaminated waste material (e.g.
or liquid waste cell material, non-cell based materials, contaminated condensate of sterilizers,
enter).

11, 8.4, last sentence

te the last sentence on regional or"yational guidelines or regulations.

12,9.2.1a)

te "and applicable mational or regional regulatory requirements” at the end of the sentence and
ge "comply" to "eonform" to read:

cumented pfocédure shall be established and implemented for procurement and storage of cell-
d starting material. The procedure shall conform with applicable clauses of GMP Part Il and/or ICH
for active'\pharmaceutical ingredients), ISO 13022, and ISO 22442 (all parts).

Page 31, Bibliographic reference [5]

Change dated reference “ISO 13485:2003”

to

undated reference “ISO 13485”.
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