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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Standards may also be withdrawn.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 Standards can be found by visiting the Standards Web
Shop at www.standards.com.au and looking up the relevant Standard in the on-line
catalogue.

Alternatively, the printed Catalogue provides information current at 1 January each
year, and the monthly magazine, The Global Standard, has a full listing of revisions
and amendments published each month.

Australian Standards™ and other products and services developed by Standards
Australia are published and distributed under contract by SAI Global, which
operates the Standards Web Shop.

We also welcome suggestions for improvement in our Standards, and especially
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PREFACE

This Standard was prepared by the Australian members of the Joint Standards Australia/Standards
New Zealand Committee HE-012, Surgical Implants, to supersede AS ISO 14155—2002, Clinical
investigation of medical devices. 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.

This Standard is identical with, and has been reproduced from, ISO 14155-1:2003, Clinical
investigation of medical devices for human subjects, Part 1: General requirements.

The objective of this Standard is to specify requirements for the conduct of a clinical investigation to
establish the performance of medical devices intended to mimic normal clinical use, reveal adverse
events under normal conditions of use, and permit assessment of the acceptable risks.

The term ‘informative’ has been used in this Standard to define the application of the annex to which
it applies. An informative annex is only for information and guidance.

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

(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 part of ISO 14155’ should read ‘this Australian Standard’.
(c) A full point substitutes for a comma when referring to a decimal marker.

(d) The normative reference in Clause 2 has not been adopted as an Australian Standard.
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INTRODUCTION

This part of ISO 14155 is intended to be applied worldwide to clinical investigations of medical devices in
order to fulfil the technical aspects of the various national, regional and international regulatory requirements.
As the legal regulatory requirements presently differ throughout the world, regulatory specifics have been
excluded from the scope of this part of ISO 14155. They are part of national or regional legislative texts and
can be referenced in the national or regional forewords, as appropriate.
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AUSTRALIAN STANDARD

Clinical investigation of medical devices for human subjects —

Part 1:
General requirements

1 Scope

This part of 1ISO 14155 defines procedures for the conduct and performance of clinical investigations of
medical devices. It specifies general requirements intended to

— protect human subjects,
— ensure the scientific conduct of the clinical investigation,

— assist sponsors, monitors, investigators, ethics committees, regulatory authorities and bodies involved in
the conformity assessment of medical devices.

This part of ISO 14155

a) specifies requirements for the conduct of a clinical investigation such that it establishes the performance
of the medical device during the clinical investigation intended to mimic normal clinical use, reveals
adverse events under normal conditions of use, and permits assessment of the acceptable risks having
regard to the intended performance of the medical device,

b) specifies requirements for the organization, conduct, monitoring, data collection and documentation of the
clinical investigation of a medical device,

c) is applicable to all clinical investigation(s) of medical devices whose clinical performance and safety is
being assessed in human subjects.

This part of ISO 14155 is not applicable to in vitro diagnostic medical devices.

2 Normative references

The following referenced documents are indispensable for the application of this document. For dated
references, only the edition cited applies. For undated references, the latest edition of the referenced
document (including any amendments) applies.

ISO 14155-2, Clinical investigation of medical devices for human subjects — Part 2: Clinical investigation
plans
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3 Terms and definitions

For the purposes of this document, the following terms and definitions apply.

31
adverse device effect
any untoward and unintended response to a medical device

NOTE 1 This definition includes any event resulting from insufficiencies or inadequacies in the instructions for use or
the deployment of the device.

NOTE 2  This definition includes any event that is a result of a user error.
3.2

adverse event
any untoward medical occurrence in a subject

NOTE This definition does not imply that there is a relationship between the adverse event and the device under
investigation.
3.3

case report form
document designed to record all information to be reported to the sponsor on each subject as required by the
clinical investigation plan

3.4

clinical investigation

any designed and planned systematic study in human subjects undertaken to verify the safety and/or
performance of a specific device

3.5

clinical investigation plan

CIP

document that states the rationale, objectives, design and proposed analysis, methodology, monitoring,
conduct and record-keeping of the clinical investigation

NOTE The word “protocol” is often used synonymously with the term “clinical investigation plan”. However, it has
many different meanings, some not related to clinical investigations, and these may differ from country to country.
Therefore, it is not used in this part of ISO 14155.

3.6

clinical investigator

individual and/or institution responsible for the conduct of a clinical investigation who and/or which takes the
clinical responsibility for the well-being of the subjects involved

NOTE Whether this is an individual or an institutional responsibility may depend on national legislation.

3.7

clinical investigator's brochure

compilation of the clinical and non-clinical information on the device(s) under investigation, that is relevant to
the investigation in human subjects

3.8

clinical performance

behaviour of a specific medical device and/or its performance in relation to its intended use when correctly
applied to appropriate subjects

3.9
coordinating clinical investigator
clinical investigator who is appointed by the sponsor to coordinate work in a multicentre clinical investigation
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