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Foreword

ISO (the International Organization for Standardization) is a worldwide federation of national standa
bodies (ISO member bodies). The work of preparing International Standards is normally carried
through ISO technical committees. Each member body interested in a subject for which a techn
committee has been established has the right to be represented on that committee. Internatio
organizations, governmental and non-governmental, in liaison with 1SO, also take part in the w

rds
out
ical
nal

rk.

ISO collaborates closely with the International Electrotechnical Commission (IEC) on all matter
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 fieeded for
different types of ISO documents should be noted. This document was drafted in accérdance with
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 documenb may be the subjec|
patent rights. ISO shall not be held responsible for identifying any or all such*patent rights. Detail
any patent rights identified during the development of the document will'be 'in the Introduction and
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
constitute an endorsement.

For an explanation of the voluntary nature of standardsj the meaning of ISO specific terms
expressions related to conformity assessment, as well as information about ISO's adherence
the World Trade Organization (WTO) principles if_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 produ
in collaboration with the European Committee’ for Standardization (CEN) Technical Committee CE
TC 204, Sterilization of medical devices, in dccordance with the Agreement on technical cooperat
between ISO and CEN (Vienna Agreement).

Alist of all parts in the ISO 11137 series can be found on the ISO website.

Any feedback or questions on-this' document should be directed to the user’s national standards bod
complete listing of these bodiés can be found at www.iso.org/members.html.
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Sterilization of health care products — Radiation —

Part 2:
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AMENDMENT 1

Clause 2 Normative references
Add the following new normative references:

[SO 11137-1:2006/Amd1:2013, Sterilization of health care products — Radiation — Part 1: Requireme
for development, validation and routine control of a sterilization process fer'medical devices — Amendni
1

[SO 11137-1:2006/Amd2:2018, Sterilization of health care products — Radiation — Part 1: Requireme
for development, validation and routine control of a sterilization process for medical devices — Amendm
2: Revision to 4.3.4 and 11.2

ISO 13004: 20—, Sterilization of health care products — Radiation — Substantiation of seleg
sterilization dose: Method VD,,q,5?

6.4
Add the following new subclause:

6.4 If a sterilization dose of 17,5 kGy, 20 kGy, 22,5 kGy, 27,5 kGy, 30 kGy, 32,5 kGy or 35 kGj
established, it shall be substantiated by one of the following methods:

a) Method VD, . SP of ISO 13004:20—;

max

b) Method 1 (see Clause 7), subject to the derived sterilization dose taking a value less than or eq
to the selected sterilization dose and achieving maximally an SAL of 10-6;

c) Method 2\(see Clause 8), subject to the derived sterilization dose taking a value less than or eq
to theselected sterilization dose and achieving an SAL of 10-6; or

d) amethod providing equivalent assurance to that of a), b) or c¢) above in achieving maximally an §
of 10-°.
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Clouse 9

Replace clause title with the following:

9 Method VD, ,, — Substantiation of a selected sterilization dose
9.1

Replace subclause title, add new first paragraph and replace original first paragraph as follows:

1) Under preparation. Stage at the time of publication: ISO/DIS 13004.
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9.1

Selected doses and rationale

Rationale and methods for substantiation of sterilization doses of 15 kGy and 25 kGy using Method

VD

max

are provided in Clause 9. Rationale and methods for substantiation of sterilization doses of

17,5 kGy, 20 kGy, 22,5 kGy, 27,5 kGy, 30 kGy, 32,5 kGy or 35 kGy using Method VD, are provided in
ISO 13004:20—.

Operationally, Method VD_ . for substantiation for a selected sterilization dose is similar to dose

set
of g

Fing by Method 1 (see Clause 7); it also requires a determination of bioburden and the performance
verification dose experiment.
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