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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 ha;;?e right to be represented on that committee. International organizations, governmental and
non-governmental gin liaison with ISO, also take part in the work. ISO collaborates closely with the
International Ele@echnical Commission (IEC) on all matters of electrotechnical standardization.

International Standaﬁsd‘wa drafted in accordance with the rules given in the ISO/IEC Directives, Part 2.

The main task of techn ommittees is to prepare International Standards. Draft International Standards
adopted by the technical mittees are circulated to the member bodies for voting. Publication as an
International Standard requi pproval by at least 75 % of the member bodies casting a vote.

Attention is drawn to the possibiff§) that some of the elements of this document may be the subject of patent
rights. ISO shall not be held respo@? for identifying any or all such patent rights.

ISO 14155 was prepared by Technicab@mmittee ISO/TC 194, Biological evaluation of medical devices.

This second edition cancels and repla the first edition of ISO 14155-1:2003 and the first edition of
ISO 14155-2:2003, which have been technicghy revised.
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INTERNATIONAL STANDARD ISO 14155:2011(E)

Clinical investigation of medical devices for human subjects —
Good clinical practice

A

1 Scope 6/.

This International Standard addresses good clinical practice for the design, conduct, recording and reporting
of clinical investigatio ried out in human subjects to assess the safety or performance of medical devices

for regulatory purposes. O

The principles set forth in thig’lgternational Standard also apply to all other clinical investigations and should
be followed as far as possible# gonsidering the nature of the clinical investigation and the requirements of
national regulations.

This International Standard specifi(g’éneral requirements intended to
— protect the rights, safety and well-b®lng of human subjects,

— ensure the scientific conduct of the CWI investigation and the credibility of the clinical investigation
results, /é

— define the responsibilities of the sponsor and grimeipal investigator, and

— assist sponsors, investigators, ethics committees@ulatory authorities and other bodies involved in the
conformity assessment of medical devices.

It does not apply to in vitro diagnostic medical devices. @

2

NOTE Standards developed by ISO/TC 194 are intended to be a@ed to medical devices. Users of this International
Standard will need to consider whether other standards and/or requir ts also apply to the investigational device(s)
under consideration. /

%o

2 Normative references 6

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

ISO 14971:2007, Medical devices — Application of risk management to medical deSfS?s
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