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Foreword

ISO (the International Organization for Standardization) is a worldwide federation of national standards bodies
(ISO member bodies). The work of preparing International Standards is normally carried out through ISO
technical committees. Each member body interested in a subject for which a technical committee has been
established has the right to be represented on that committee. International organizations, governmental and
non-governmental, in liaison with ISO, also take part in the work. ISO collaborates closely with the
International Electrotechnical Commission (IEC) on all matters of electrotechnical standardization.

International Standards are drafted in accordance with the rules given in the ISO/IEC Directives, Part 2.
The main task of technical committees is to prepare International Standards. Draft International Standards
adopted by the technical committees are circulated to the member bodies for voting. Publication as an

International Standard requires approval by at least 75 % of the member bodies casting a vote.

Attention is drawn to the possibility that some of the elements of this document may be the subject of patent
rights. ISO shall not be held responsible for identifying any or all such patent rights.

ISO 14155-1 was prepared by Technical Committee ISO/TC 194, Biological evaluation of medical devices.

This first edition of ISO 14155-1, together with ISO 14155-2, cancels and replace ISO 14155:1996, which has
been technically revised.

ISO 14155 consists of the following parts, under the general title Clinical investigation of medical devices for
human subjects:

— Part 1: General requirements

— Part 2: Clinical investigation plans
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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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INTERNATIONAL STANDARD ISO 14155-1:2003(E)

Clinical investigation of medical devices for human subjects —

Part 1:
General requirements

1 Scope

This part of ISO 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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3.10

ethics committee

independent and properly constituted competent body whose responsibility is to ensure that the safety, well-
being and human rights of the subjects participating in a clinical investigation are protected

NOTE For the purposes of this part of 1SO 14155, “ethics committee” is synonymous with “research ethics
committee” or “institutional review board”. The regulatory requirements pertaining to ethics committees or similar
institutions may differ from country to country.

3.1
final report
description, results and evaluation of the clinical investigation after its completion

3.12

informed consent

legally effective, documented confirmation of a subject's (or his/her legal guardian or representative) voluntary
agreement to participate in a particular clinical investigation after information has been given to the subject on
all aspects of the clinical investigation that are relevant to the subject's decision to participate

3.13

investigation centre

investigation site

institution or site where the clinical investigation is carried out

3.14

medical device

any instrument, apparatus, appliance, material or other article, whether used alone or in combination,
including the software necessary for its proper application, intended by the manufacturer to be used on human
beings for the purpose of

— diagnosis, prevention, monitoring, treatment or alleviation 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 action in or on the human body by pharmacological,
immunological or metabolic means, but which may be assisted in its function by such means.

NOTE The term “medical device” is usually defined by national law. In order to inform the user of this part of
ISO 14155, the definition from reference [1] is listed (see Bibliography). More information is given in reference [3].

3.15

monitor

individual appointed by the sponsor responsible for assessing the investigator's compliance with the clinical
investigation plan and for performing source-data verification

NOTE The monitor is also responsible for reporting to the sponsor on the progress of the clinical investigation,
including the compliance of the investigators.

3.16

multicentre investigation

clinical investigation which is conducted according to a single clinical investigation plan and which takes place
at two or more sites

3.17
principal clinical investigator
clinical investigator responsible for the organization of the clinical investigation at one site
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