This is a preview of "ISO 11607-1:2006". Click here to purchase the full version from the ANSI store.

First edition
2006-04-15

Packaging for terminally sterilized
medical devices —

Part 1:
Requirements for materials, sterile barrier
systems and packaging systems

Emballages des dispositifs médicaux stérilisés au stade terminal —

Partie 1: Exigences relatives aux matériaux, aux systemes de barriére
stérile et aux systemes d'emballage

e — Reference number
= — ISO 11607-1:2006(E)

© ISO 2006


http://webstore.ansi.org/RecordDetail.aspx?sku=ISO%2011607-1:2006&source=preview
https://webstore.ansi.org/RecordDetail.aspx?sku=ISO%2011607-1:2006&source=preview
https://webstore.ansi.org/Standards/ISO/ISO116072006&source=preview
https://webstore.ansi.org/Standards/ISO/ISO116072006?source=preview

ISO 11607-1:2006(E)

This is a preview of "ISO 11607-1:2006". Click here to purchase the full version from the ANSI store.

PDF disclaimer

This PDF file may contain embedded typefaces. In accordance with Adobe's licensing policy, this file may be printed or viewed but
shall not be edited unless the typefaces which are embedded are licensed to and installed on the computer performing the editing. In
downloading this file, parties accept therein the responsibility of not infringing Adobe's licensing policy. The ISO Central Secretariat
accepts no liability in this area.

Adobe is a trademark of Adobe Systems Incorporated.

Details of the software products used to create this PDF file can be found in the General Info relative to the file; the PDF-creation
parameters were optimized for printing. Every care has been taken to ensure that the file is suitable for use by ISO member bodies. In
the unlikely event that a problem relating to it is found, please inform the Central Secretariat at the address given below.

© 1S0 2006

All rights reserved. Unless otherwise specified, no part of this publication may be reproduced or utilized in any form or by any means,
electronic or mechanical, including photocopying and microfilm, without permission in writing from either ISO at the address below or
ISO's member body in the country of the requester.

ISO copyright office

Case postale 56 « CH-1211 Geneva 20

Tel. +412274901 11

Fax + 4122749 09 47

E-mail copyright@iso.org

Web www.iso.org
Published in Switzerland

ii © IS0 2006 — All rights reserved


http://webstore.ansi.org/RecordDetail.aspx?sku=ISO%2011607-1:2006&source=preview
https://webstore.ansi.org/RecordDetail.aspx?sku=ISO%2011607-1:2006&source=preview
https://webstore.ansi.org/Standards/ISO/ISO116072006&source=preview
https://webstore.ansi.org/Standards/ISO/ISO116072006?source=preview

ISO 11607-1:2006(E)

This is a preview of "ISO 11607-1:2006". Click here to purchase the full version from the ANSI store.

Contents Page
o] =NV o iv
e Yo 11 T o) P \'
1 T o - PSSP 1
2 Lo B LYo = =Y =Y 4 Lo 1
3 Terms and definitioNsS..........oo i 1
4 General reqUIrEMENES .........c...eeeiiiii s recrr e s e s s s smn e e e e e e s e s s smn e e e e e e s sa s s smnnneeeeesssnnnnnnnnenn 5
41 L= o = 5
4.2 L@ T E 11 Y353 =T 4 = 5
4.3 K= T 1] o111 T P 6
44 QLIS 8 1.4 15T 4 To T L 6
4.5 [ Lo T 2] 4 L= o 14 o o 6
5 Materials and preformed sterile barrier systems .........ccccvciiirii e —— 7
5.1 LT 0T LI =0 [T =T 4 =Y o P 7
5.2 Microbial barrier Properties ... e nan 9
53 Compatibility with the sterilization process..........ccccciiiiicc e 10
54 Compatibility with the labelling System ........... .. e 10
5.5 £33 oY =T T3 T4 Lo IR 4 =10 1= o o o SRR 10
6 Design and development requirements for packaging systems...........ccccoccrriririiccccsnccennnnnsscennns 1
6.1 =Y o = | Y 11
6.2 D 7= e | o 1
6.3 Packaging-system performance testing.........cccoccviiiiiiiiniisi i ————— 12
6.4 Stability testing .....ccceviii e ———————————— 12
7 Information t0 be Provided .............. e 13
Annex A (informative) Guidance on medical packaging..........cccceviiiiniiiiniin 14
Annex B (informative) Standardized test methods and procedures that may be used to

demonstrate compliance with the requirements of this part of ISO 11607 ..............cccceeiirrneeennn. 17
Annex C (normative) Test method for resistance of impermeable materials to the passage of air........ 21
=71 o1 o T | o 137/ 22

© ISO 2006 — All rights reserved iii


http://webstore.ansi.org/RecordDetail.aspx?sku=ISO%2011607-1:2006&source=preview
https://webstore.ansi.org/RecordDetail.aspx?sku=ISO%2011607-1:2006&source=preview
https://webstore.ansi.org/Standards/ISO/ISO116072006&source=preview
https://webstore.ansi.org/Standards/ISO/ISO116072006?source=preview

ISO 11607-1:2006(E)

This is a preview of "ISO 11607-1:2006". Click here to purchase the full version from the ANSI store.

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.
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 11607-1 was prepared by Technical Committee ISO/TC 198, Sterilization of health care products.
ISO 11607-1 and ISO 11607-2 cancel and replace 1ISO 11607:2003, which has been technically revised.

ISO 11607 consists of the following parts, under the general title Packaging for terminally sterilized medical
devices:

— Part 1: Requirements for materials, sterile barrier systems and packaging systems

— Part 2: Validation requirements for forming, sealing and assembly processes
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Introduction

The process of designing and developing a packaging system for terminally sterilized medical devices is a
complicated and critical endeavour. The device components and the packaging system should be combined
to create a product that performs efficiently, safely, and effectively in the hands of the user.

This part of ISO 11607 specifies the basic attributes required of materials and pre-formed systems intended
for use in packaging systems for terminally sterilized medical devices, while considering the wide range of
potential materials, medical devices, packaging system designs, and sterilization methods. 1SO 11607-2
describes the validation requirements for forming, sealing and assembly processes. This part of ISO 11607 is
harmonized with EN 868-1 and specifies general requirements for all packaging materials whereas EN 868
Parts 2 to 10 specify particular requirements for a range of commonly used materials. Both parts of ISO 11607
were designed to meet the Essential Requirements of the European Medical Device Directives.

European standards that provide requirements for particular materials and preformed sterile barrier systems
are available and known as the EN 868 series. This part of ISO 11607 has been developed as a means to
show compliance with the relevant Essential Requirements of the European Directives concerning medical
devices. Compliance with EN 868 Parts 2 to 10 can be used to demonstrate compliance with one or more of
the requirements of this part of ISO 11607.

The goal of a terminally sterilized medical device packaging system is to allow sterilization, provide physical
protection, maintain sterility up to the point of use and allow aseptic presentation. The specific nature of the
medical device, the intended sterilization methods(s), the intended use, expiry date, transport and storage all
influence the packaging system design and choice of materials.

One significant barrier to harmonization was terminology. The terms “package”, “final package”, “final pack”,
“primary pack”, and “primary package” all have different connotations around the globe, and choosing one of
these terms to be the harmonized basis for this part of ISO 11607 was considered a barrier to successful
completion of this document. As a result, the term “sterile barrier system” was introduced to describe the
minimum packaging required to perform the unique functions required of medical packaging: to allow
sterilization, to provide an acceptable microbial barrier, and to allow for aseptic presentation. “Protective
packaging” protects the sterile barrier system, and together they form the packaging system. “Preformed
sterile barrier systems” would include any partially assembled sterile barrier systems such as pouches, header
bags or hospital packaging reels. An overview of sterile barrier systems can be found in Annex A.

The sterile barrier system is essential to ensure the safety of terminally sterilized medical devices. Regulatory
authorities recognize the critical nature of sterile barrier systems by considering them as an accessory or a
component of a medical device. Preformed sterile barrier systems sold to healthcare facilities for use in
internal sterilization are considered as medical devices in many parts of the world.
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