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Foreword

The text of prEN ISO 14155-2:2001 has been prepared by Technical Committee CEN/TC 258 "Clinical
investigation of medical devices", the secretariat of which is held by AFNOR, in collaboration with Technical
Committee ISO/TC 194 "Biological evaluation of medical devices".

This document is currently submitted to the parallel Enquiry.

This European Standard has been prepared under a mandate given to CEN by the European Commission and the
European Free Trade Association, and supports essential requirements of EU Directive(s).

For relationship with EU Directive(s), see informative Annex ZA, which is an integral part of this standard.
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Introduction

This standard is the second part of EN ISO 14155, Clinical Investigation of Medical Devices for Human Subjects
and shall be read in conjunction with that standard.

The standard is intended to assist manufacturers, sponsors, monitors and clinical investigators in the design and
conduct of clinical investigations. It is also intended to assist regulatory bodies and ethics committees in their roles
of reviewing Clinical Investigation Plans.
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1 Scope

This part of EN ISO 14155 provides requirements for the preparation of plans for the clinical investigation of
Medical Devices. The compilation of a Clinical Investigation Plan (CIP) in accordance with the requirements of this
Standard and adherence to it will help in optimising the scientific validity and reproducibility of a Clinical
Investigation.

This Standard does not apply to in vitro diagnostic medical devices.

NOTE The CIP is a framework within which appropriate experience, insight, judgement, qualification and education need to
be applied. The scientific rigour of a CIP can be verified and possible improved by an independent review of the CIP.

2 Normative references

The following normative documents contain provisions which, through reference in this text, constitute provisions of
this European Standard. For dated references, subsequent amendments to, or revisions of, any of these
publications do not apply. However, parties to agreements based on this European Standard are encouraged to
investigate the possibility of applying the most recent editions of the normative documents indicated below. For
undated references, the latest edition of the normative document referred to applies. Members of CEN and
CENELEC maintain registers of currently valid European Sandards (including amendments).

prEN ISO 14155-1:2001, Clinical investigation of medical devices for human subjects — Part 1: General
requirements.

3 Terms and definitions

For the purposes of this part of prEN ISO 14155, the terms and definitions given in prEN ISO 14155-1:2001 and the
following apply.

3.1
end point - primary
principal indicator measured to assess the primary objective of a clinical investigation

3.2
end point - secondary
indicator measured in addition to the primary end-point to assess some other objective of a clinical investigation

3.3
point of enrolment
time at which, following recruitment, a subject has signed the informed consent form and is  regarded as part of the
study population

3.4
follow-up period
period of the clinical investigation after the application of the device under investigation in each subject during
which the effects of the device are observed

3.5
recruitment
process of identifying subjects who may be suitable for enrolment into the clinical investigation
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