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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

(E)

rds
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 w

rk.

ISO collaborates closely with the International Electrotechnical Commission (IEC) on all matters of

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 geeded 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 welllas information about ISO's adherence to

are
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the
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5 of
/or

not

hind
the

World Trade Organization (WTO) principles in the Technical Barriers to Trade (TBT), see www.iso.ofrg/

iso/foreword.html.

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

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

Part+:
Determination of a population of microorganisms on
products

AMENDMENT 1

Clause 4
Replace with the following:

4 General

4.1 The development, validation and routine control of & sterilization process is a critical elemlent

in product realization of health care product. To ensure the consistent implementation of

the

requirements specified in this document, the necessaryprocesses need to be established, implemented

and maintained. Processes of particular importan¢e 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 resources, inicluding competent human resources and infrastructure,
— control of product provided-by external parties,

— identification and traceability of product throughout the process, and

— control of non-copforming product.

NOTE ISO 13485 covers all stages of the lifecycle of medical devices in the context of quality managen
systems for regulatery purposes. National and/or regional regulatory requirements for the provision of he
care productean-tequire the implementation of a full quality management system and the assessment of {

system by aTeeognized conformity assessment body.

4.2 A'process shall be specified for the calibration of all equipment, including instrumentation for {
purpeses, used in meeting the requirements of this document.

ind

ent
hlth
hat

est

B.5.5.4

Replace with the following:

B.3.3.4 MPN methods are simple to perform, and the statistical basis for the method makes it

more appropriate for general assessment rather than accurate determinations. The MPN method

for

10 samples of a single dilution is shown in Table 5 of the FDA BAMIZ271. This single dilution method
does not incorporate additional dilutions that could provide further information about the number of
microorganisms producing a positive sample. Alternatively, Formula (B.1) can be used for individual
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samples or SIPs to determine a most probable number. Formula (B.1) is a simplified version of the
original formula from Cochranl42l,

1
SIP

MPN (sd or SIP):ln(ﬁj (B.1)
S

where

sd is for single dilution;
In represents natural log;
n is the total number of samples tested;

s is the number of samples negative for growth.

Bibliography
Add the following:
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