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PREFACE

This Standard has been developed to assist in the process of implementation of the
Australian Medical Device legislation.

After consultation with stakeholders in both countries, Standards Australia and Standards
New Zealand decided to develop this Standard as an Australian, rather than an
Australian/New Zealand Standard, through the Joint Standards Australia/Standards
New Zealand Committee HE-012 on Surgical Implants.

This Standard is identical with and has been reproduced from ISO 14155:1996, Clinical
investigation of medical devices.

The objective of this Standard is to specify requirements for the conduct of clinical
investigation and documentation of medical devices.

As this Standard is reproduced from an international Standard, the following applic::

(a) Its number does not appear on each page of text and its identity is shown only on the
cover and title page.

(b) In the source text ‘this International Standard’ should read ‘thie Au-tralian Standard’.

(c) A full point substitutes for a comma when referring to a decin.»l raarker.
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INTRODUCTION

This International Standard was prepared to assist sponsors, regulatory
authorities, and investigators in the conduct and performance of the clini-
cal investigation of medical devices.

The text of this International Standard contains general requirements: it is
intended to protect human subjects and ensure the scientific conduct of
the investigation.


https://www.stdhive.com/standards/as-iso-14155-2002-pdf/

AUSTRALIAN STANDARD

Clinical investigation of medical devices

1 Scope
This International Standard

a) pertains to the clinical investigation in human
subjects of those medical devices whose clinical
performance needs assessment;

b) specifies the requirements for the conduct of the
clinical investigation and documentation on
whether the medical device achieves the per-
formance intended by the sponsor, determines
any undesirable side effects under normal con-
ditions of use and permits assessment of the
acceptable risks relating to the intended perform-
ance of the device;

¢) provides the framework for systematic written
procedures for the organization, design, im-
plementation, data collection, documentation and
conduct of the clinical investigation.

2 Normative reference

The following standard contains. prvisions which,
through reference in this text,-2onsiute provisions
of this International Standard. 2« the time of publi-
cation, the edition indicatel' was valid. All standards
are subject to revision <nd parties to agreements
based on this Internati nal Standard are encouraged
to investigate the nossibinv of applying the most re-
cent edition_of #ne .tandard indicated below. Mem-
bers of IEC axd iSO maintain registers of currently
valid Internationa’ Standards.

World. Med ~al Association's Declaration of Helsinki,
Re cominencations guiding physicians in biomedical
Juseas=h involving human subjects (see annex A).

1) This definition is in accordance with [3] in annex D.

www.standards.com.au

3 Definitions

For the purposes of this International Starda d, the
following definitions apply.

3.1 clinical investigation: Any syxsteiratic study in
subjects undertaken to vert. «-th> peformance of a
specific device under normal conditions of intended
use.

3.2 medical devine: ;' ny ir strument, apparatus, ap-
pliance, material.ar cther article, whether used alone
or in combina: on, ‘ncluding the software necessary
for its prooer ap, wication, intended by the manufac-
turer te be used on human beings for the purpose of

-— Clagnnsis, prevention, monitoring, treatment or al-
lev.zuon of disease,

— diagnosis, monitoring, treatment, alleviation or
compensation for an injury or handicap,

— investigation, replacement or modification of the
anatomy or of a physiological process,

— control of conception,

and which does not achieve its principal intended ac-
tion in or on the human body by pharmacological,
immunological or metabolic means, but which may
be assisted in its function by such means.”

3.3 device (intended for clinical investigation):
Any medical device intended for use by an appropri-
ately qualified practitioner when conducting clinical
investigations in an adequate clinical environment.

3.4 clinical performance: Effects achieved by a de-
vice in relation to its intended use, when correctly
applied to appropriate subjects.

© Standards Australia


http://www.standards.com.au
https://www.stdhive.com/standards/as-iso-14155-2002-pdf/

