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Foreword

International Standard

ISO 15882 : 2003 Sterilization of health care products — Chemical indicators — Guidance for selection, use
and interpretation of results,

which was prepared by ISO/TC 198 ‘Sterilization of health care products’ of the International Organization for

Standar%n, has been adopted by Technical Committee CEN/TC 102 ‘Sterilizers for medical purposes’, the

Secretariat ofgvhich is held by DIN, as a European Standard.

This Europ€ap/Standard shall be given the status of a national standard, either by publication of an identical

text or by e M ment, and conflicting national standards withdrawn, by September 2003 at the latest.

In accordance& the CEN/CENELEC Internal Regulations, the national standards organizations of the follow-

ing countries are bound to implement this European Standard:

Austria, Belgium, t zech Republic, Denmark, Finland, France, Germany, Greece, Hungary, Iceland, Ireland,

Italy, Luxembourg, the Netherlands, Norway, Portugal, Slovakia, Spain, Sweden, Switzerland, and the

United Kingdom. O
Endorsement notice ;@
n

The text of the International S
any modification.

rd ISO 15882 : 2003 was approved by CEN as a European Standard without
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Introduction

Performance requirements for manufacturers of chemical indicators are contained in the 1SO 11140 series.
This International Standard provides guidance regarding the selection, use and interpretation of results of
chemical indicators used to monitor sterilization processes employing steam, ethylene oxide, y- or B-radiation,
steam-foﬁehyde, or dry heat as documented in ISO 11140-1:1995 (amended 1998). The procedures
described i is International Standard are of a general nature and do not, of themselves, constitute a
comprehensi O/nonito_ring programme with regard to the sterilization of health care products. The intent of
this Internati tandard is not to mandate the use of chemical indicators in a process, but to provide
guidance for trmroper selection and use. National standards should be consulted for information on the use
of chemical indicat well as the frequency of their use.

medical technology and the wide variety of sterilization processing techniques and
pade effective sterility assurance programmes more challenging than ever before.
inexpensive and rapid means of detecting sterilization problems has brought about

The complexity of mader
equipment available ha
The need for convenien

the development of steri process monitors generally referred to as “chemical indicators”. In this
International Standard, us ill find guidance on selection of the correct chemical indicator for their
particular sterilization process critical parameters, e.g. the choice of an appropriate chemical indicator, as

well as guidance on its appropri @e.

Harmonization of the International a@}opean standards on chemical indicators, ISO 11140 and EN 867, is
.

in progress.
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1 Scope

This International Standard provides guidance for the selection, use and interpretation of results of chemical
indicators used in process definition, validation, and routine monitoring and control of sterilization processes.
This International Standard is applicable to chemical indicators for which International Standards exist (see
ISO 1140 series).

Thiﬂeryational Standard is not applicable to those processes that rely on physical removal of
micr )anisms, e.g. filtration.

This Intggational Standard is not intended to apply to combination processes, for example, washer-
disinfectors hing and steaming of pipelines.

(@)

2 Normativ

rences
The following refer documents are indispensable for the application of this document. For dated

references, only the iOn cited applies. For undated references, the latest edition of the referenced
document (including any dments) applies.

1ISO 11138-2:1994, Sterilizat@f ealth care products — Biological indicators — Part 2: Biological indicators
for ethylene oxide sterilization .

ISO 11138-3:1994, Sterilization o@h care products — Biological indicators — Part 3: Biological indicators
for moist heat sterilization

ISO 11140-1, Sterilization of health car%ducts — Chemical Indicators — Part 1: General requirements

7

3 Terms and definitions @

For the purposes of this document, the following t@aﬁd definitions apply.

31 ®

endpoint %
observable change specified by the manufacturer that oc€lrs after the indicator has been exposed to certain

predefined physical conditions 0

3.2

chemical indicator

system that reveals a change in one or more predefined process vasiales based on a chemical or physical
change resulting from exposure to a process ﬁ

3.3 Q
critical parameter

parameter identified as being essential to the sterilization process (and requw@wnitoring)

S
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