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Keeping Standards up-to-date

Standards are living documents which reflect progress in science, technology and
systems. To maintain their currency, all Standards are periodically reviewed, and
new editions are published. Between editions, amendments may be issued.
Standards may also be withdrawn. It is important that readers assure themselves
they are using a current Standard, which should include any amendments which
may have been published since the Standard was purchased.

Detailed information about joint Australian/New Zealand Standards can be found by
visiting the Standards Web Shop at www.saiglobal.com or Standards New Zealand
web site at www.standards.govt.nz and looking up the relevant Standard in the on-
line catalogue.

For more frequent listings or notification of revisions, amendments and
withdrawals, Standards Australia and Standards New Zealand offer a number of
update options. For information about these services, users should contact their
respective national Standards organization.

We also welcome suggestions for improvement in our Standards, and especially
encourage readers to notify us immediately of any apparent inaccuracies or
ambiguities. Please address your comments to the Chief Executive of Standards
Australia or the New Zealand Standards Executive at the address shown on the back
cover.

This Standard was issued in draft form for comment as DR 100397.
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PREFACE

This Standard was prepared by the Joint Standards Australia/Standards New Zealand
Committee HE-023, Processing of Medical and Surgical Instruments, to supersede
AS/NZS 4187:2003, Cleaning, disinfecting and sterilizing reusable medical and surgical
instruments and equipment, and maintenance of associated environments in health care
facilities.

This Standard incorporates Amendment No. 1 (July 2015) and Amendment No. 2 (May
2019). The changes required by the Amendments are indicated in the text by a marginal bar
and amendment number against the clause, note, table, figure or part thereof affected.

Prevention of health care associated infection in patients undergoing dental, medical or
surgical procedures is an essential component of patient safety in the delivery of high
quality health care. It avoids unnecessary pain and suffering for patients and lessens health
care costs. Effective and safe reprocessing of reusable medical devices (RMDs) in health
service organizations (HSOs) is a critical aspect in the prevention of health care associated
infection.

The objective of this Standard is to ensure that HSOs correctly clean, disinfect and sterilize
RMDs prior to and between patient uses in order to produce RMDs that are able to be used
safely without risk of transmission of infectious agents.

There are significant differences in the structure, content and terminology of this edition of
the Standard and that of the previous 2003 edition, as follows:

(a) The structure and clause headings of this Standard mirror that of the International
Organization for Standardization, Technical Committee 198 (ISO/TC 198),
Sterilization of health care products, suite of Standards.

(b) It is necessary to read this Standard in conjunction with relevant national and
International Standards and guideline documents (see Clause 1.3, normative
references).

(c) This Standard does not reiterate all the technical requirements already identified in
national or International Standards. For example, this Standard refers directly to
ISO 17665-1, Sterilization of health care products—Moist heat, Part 1: Requirements
for the development, validation and routine control of a sterilization process for
medical devices, for the requirements concerning moist heat sterilization processes.

(d) This Standard is not written as a procedural document. Therefore, it is necessary for
HSOs to develop their own workplace procedures based on the requirements of this
Standard.

Committee HE-023 recommends that HSOs implement the requirements of this Standard
within 2 years of date of publication.

Statements expressed in mandatory terms in notes to tables are deemed to be requirements
of this Standard.

The terms ‘normative’ and ‘informative’ have been used in this Standard to define the
application of the Appendix to which they apply. A ‘normative’ Appendix is an integral
part of a Standard, whereas an ‘informative’ Appendix is only for information and
guidance.
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