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PREFACE

This Standard was prepared by the Standards Australia Committee HE-028, Quality Management and
Corresponding General Aspects for Medical Devices.

This Standard is identical with and has been reproduced from SO 13485:2003, Medical devices—
Quality management systems—Requirements for regulatory purposes.

This Standard cancels and replaces ASISO 13485—2002, Quality systems—Medical devices—
Particular requirements for the application of 1SO 9001, and ASISO 13488—2002, Qualit;
systems—Medical devices—Particular requirements for the application of 1SO 9002).

The objective of this Standard is to specify requirements for a quality management systen: wi.=are an
organization needs to demonstrate its ability to provide medical devices and related services that
consistently meet customer requirements and regulatory requirements applicable to-medice' devices
and related services. The primary objective is to facilitate harmonized medical d-. ‘ice egulatory
requirements for quality management systems. As a result, it includes some particular sequirements
for medical devices and excludes some of the requirements of 1SO 9001 that are not appropriate as
regulatory requirements. Because of these exclusions, organizations whoi= guclity management
systems conform to this International Standard cannot claim conformity 0 1..D 2001 unless their
guality management systems conform to all the requirements of 1SO 909«.

The terms ‘normative’ and ‘informative’ are used to define the applicatior. of the annex to which they
apply. A normative annex is an integral part of a standard, whe2a: an informative annex is only for
information and guidance.

Asthis Standard is reproduced from an international Staxdad, vz following applies:

(@) Its number does not appear on each page of text-and i's identity is shown only on the cover and
title page.

(b) Inthe source text ‘this International Stancard’ should read ‘this Australian Standard’.
(c) A full point substitutes for a comma when v« ferring to a decimal marker.

References to International Standarc's ~should be replaced by references to Australian or
Australian/New Zealand Standards as 2lluis:

Reference to International Standa.d Australian Standard
1SO AS/NZS 1SO
9000 Quality mananement systems— 9000 Quality management systems—

Fundamenta s an 1 vocabulary Fundamentals and vocabulary
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INTRODUCTION

0.1 General

This International Standard specifies requirements for a quality management system that can be used by an
organization for the design and development, production, installation and servicing of medical devices, and
the design, development, and provision of related services.

It can also be used by internal and external parties, including certification bodies, to assess the orgarization’s
ability to meet customer and regulatory requirements.

Information marked “NOTE” is for guidance in understanding or clarifying the associated requiremer.’

It is emphasized that the quality management system requirements specified in this Internai ~nal Standard
are complementary to technical requirements for products.

The adoption of a quality management system should be a strategic decision of an ¢:qaniz ation. The design
and implementation of an organization's quality management system is influcnced by varying needs,
particular objectives, the products provided, the processes employed an. the size and structure of the
organization. It is not the intent of this International Standard to imply unifor.~it, in the structure of quality
management systems or uniformity of documentation.

There is a wide variety of medical devices and some of the pérticular requirements of this International
Standard only apply to named groups of medical devices. Thase arc 'n< are defined in Clause 3.

0.2 Process approach

This International Standard is based on a process approach to quality management.

Any activity that receives inputs and converts then. to utputs can be considered as a process.

For an organization to function effectivey. it >as 12 identify and manage numerous linked processes.
Often the output from one process di-act.v forms the input to the next.

The application of a system.o. prccesses within an organization, together with the identification and
interactions of these processe. ana their management, can be referred to as the “process approach”.

0.3 Relationship with ~t.ier standards

0.3.1 Relationsh,» wich ISO 9001
While this is a stand-alone standard, it is based on ISO 9001.

Thoce cicuses or subclauses that are quoted directly and unchanged from ISO 9001 are in normal font. The
fact thot these subclauses are presented unchanged is noted in Annex B.

W.rere the text of this International Standard is not identical to the text of ISO 9001, the sentence or indent
containing that text as a whole is shown in italics (in blue italics for electronic versions). The nature and
.easons for the text changes are noted in Annex B.
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0.3.2 Relationship with ISO/TR 14969
ISO/TR 14969 is a Technical Report intended to provide guidance for the application of ISO 13485.
0.4 Compatibility with other management systems

This International Standard follows the format of ISO 9001 for the convenience of users in the medical device
community.

This International Standard does not include requirements specific to other management systems, such 0s
those particular to environmental management, occupational health and safety management, or financial
management.

However, this International Standard enables an organization to align or integrate its owr aquc'ity 1.2anagement
system with related management system requirements. It is possible for an organizatior (2 aupt its existing
management system(s) in order to establish a quality management system that complies with the
requirements of this International Standard.
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AUSTRALIAN STANDARD

Medical devices — Quality management systems —
Requirements for regulatory purposes

1 Scope

1.1 General

This International Standard specifies requirements for a quality management system wherc. an organization
needs to demonstrate its ability to provide medical devices and related services ‘hat consistently meet
customer requirements and regulatory requirements applicable to medical devices a: A rolated services.

The primary objective of this International Standard is to facilitate harmonizcd n odical device regulatory
requirements for quality management systems. As a result, it include: 0:1.2e particular requirements for
medical devices and excludes some of the requirements of ISO 9001 that =re 1ot appropriate as regulatory
requirements. Because of these exclusions, organizations whose. quality management systems conform to
this International Standard cannot claim conformity to ISO 9001 u.le =< their quality management systems
conform to all the requirements of ISO 9001 (see Annex B).

1.2 Application

All requirements of this International Standard are sp<cilc to organizations providing medical devices,
regardless of the type or size of the organization.

If regulatory requirements permit exclusions of 1cs/qn and development controls (see 7.3), this can be used
as a justification for their exclusion from the ality management system. These regulations can provide
alternative arrangements that are to he a ic essed in the quality management system. It is the responsibility
of the organization to ensure that clains < conformity with this International Standard reflect exclusion of
design and development controls [see 4.2.2 a) and 7.3].

If any requirement(s) in Clause 7-0f this International Standard is(are) not applicable due to the nature of the
medical device(s) for which' the ~uality management system is applied, the organization does not need to
include such a requireme»t(s, in its quality management system [see 4.2.2 a)].

The processes required v this International Standard, which are applicable to the medical device(s), but
which are not periv.med by the organization, are the responsibility of the organization and are accounted for
in the organizatic 2’s quality management system [see 4.1 a)].

In this Inte rnational Standard the terms “if appropriate” and “where appropriate” are used several times. When
a reauiomaont is qualified by either of these phrases, it is deemed to be “appropriate” unless the organization
can.accumet a justification otherwise. A requirement is considered “appropriate” if it is necessary in order for
— . the product to meet specified requirements, and/or

— the organization to carry out corrective action.

www.standards.com.au © Standards Australia
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