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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 I1SO
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.

International Standards are drafted in accordance with the rules given in the ISO/IEC Directives, Part 2.

The main task of technical committees is to prepare International Standards. Draft International Standards
adopted by the technical committees are circulated to the member bodies for voting. Publication as an
International Standard requires approval by at least 75 % of the member bodies casting a vote.

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.

ISO 13408-5 was prepared by Technical Committee ISO/TC 198, Sterilization of health care products.

ISO 13408 consists of the following parts, under the general title Aseptic processing of health care products:
— Part 1: General requirements

— Part 2: Filtration

— Part 3: Lyophilization

— Part 4: Clean-in-place technologies

— Part 5: Sterilization in place

— Part 6: Isolator systems
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Introduction

During the process of preparing ISO 13408-1, several items, e.qg. filtration, freeze drying and sterilization in
place, were found to be in need of supplementary information which was too voluminous to be given in
corresponding annexes.

This part of ISO 13408 includes requirements and guidance that are to be observed during sterilization in place.
The purpose of this part of ISO 13408 is to achieve standardization in the field of validation and routine control
of sterilization in place processes used in the manufacture of health care products.

Sterilization in place is, in most instances, preceded by cleaning in place which is described in ISO 13408-4.
While methods of cleaning in place and sterilization in place differ considerably in technology, the concept of in
situ treatment is similar.

The most important issue to consider in establishing sterilization-in-place technology is the design of the
system(s) to ensure that they be able to successfully sterilize manufacturing equipment to the desired level of
sterility assurance.
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INTERNATIONAL STANDARD ISO 13408-5:2006(E)

Aseptic processing of health care products —

Part 5:
Sterilization in place

1 Scope

1.1 This part of ISO 13408 specifies the general requirements for sterilization in place (SIP) applied to product
contact surfaces of the equipment used in the manufacture of sterile health care products by aseptic processing
and offers guidance on qualification, validation, operation and control.

NOTE SIP can be achieved by using steam or other gaseous or liquid sterilizing agents. Specific guidance on steam
sterilization in place, which is the most common method used, is given in Annex A.

1.2 This part of ISO 13408 applies to processes where sterilizing agents are delivered to the internal surfaces
of equipment that can come in contact with the product.

1.3 This part of ISO 13408 does not apply to processes where equipment is dismantled and delivered to a
sterilizer.

1.4 This part of ISO 13408 does not supersede or replace national regulatory requirements, such as Good
Manufacturing Practices (GMPs) and/or compendial requirements that pertain in particular national or regional
jurisdictions.

1.5 This part of ISO 13408 does not specify requirements for development, validation and routine control of a
process for inactivating the causative agents of spongiform encephalopathies, such as scrapie, bovine
spongiform encephalopathy and Creutzfeldt-Jakob disease. Specific recommendations have been produced in
particular countries for the processing of materials potentially contaminated with these agents.

NOTE See also ISO 22442-1, ISO 22442-2 and ISO 22442-3.

2 Normative references

The following referenced documents are indispensable for the application 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 11138 (all parts), Sterilization of health care products — Biological indicators

ISO 11140 (all parts), Sterilization of health care products — Chemical indicators

ISO 13408-1, Aseptic processing of health care products — Part 1: General requirements

ISO 13408-4, Aseptic processing of health care products — Part 4: Clean-in-place technologies

ISO 14161, Sterilization of health care products — Biological indicators — Guidance for the selection, use and
interpretation of results

ISO 14937, Sterilization of health care products — General requirements for characterization of a sterilizing
agent and the development, validation and routine control of a sterilization process for medical devices
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