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National foreword

This British Standard has been prepared under the direction of the Health Care
Standards Policy Committee and is the English language version of EN 540:1993
Clinical investigation of medical devices for human subjects, published by the
European Committee for Standardization (CEN).

EN 540 was produced as a result of international discussions in which the United
Kingdom took an active part.

A British Standard does not purport to include all the necessary provisions of a
contract. Users of British Standards are responsible for their correct application.

Compliance with a British Standard does not of itself confer immunity
from legal obligations.

Summary of pages

This document comprises a front cover, an inside front cover, pages 1 and 11,
the EN title page, pages 2 to 12, an inside back cover and a back cover.

This standard has been updated (see copyright date) and may have had
amendments incorporated. This will be indicated in the amendment table on the
inside front cover.
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EUROPEAN STANDARD EN 540
NORME EUROPEENNE
EUROPAISCHE NORM June 1993

UDC 615.471:615.478:620.1:62-78
Descriptors: Medical equipment, safety, accident prevention, hazards, estimation, humans, clinical testing, specifications, commerce

English version

Clinical investigation of medical devices for human
subjects

Investigation clinique des dispositifs médicaux  Klinische Priifung von medizinischen Gerédten
sur les sujets humains fir Versuchspersonen

This European Standard was approved by CEN on 1993-06-21. CEN members
are bound to comply with the CEN/CENELEC Internal Regulations which
stipulate the conditions for giving this European Standard the status of a
national standard without any alteration.

Up-to-date lists and bibliographical references concerning such national
standards may be obtained on application to the Central Secretariat or to any
CEN member.

This European Standard exists in three official versions (English, French,
German). A version in any other language made by translation under the
responsibility of a CEN member into its own language and notified to the
Central Secretariat has the same status as the official versions.

CEN members are the national standards bodies of Austria, Belgium,
Denmark, Finland, France, Germany, Greece, Iceland, Ireland, Italy,
Luxembourg, Netherlands, Norway, Portugal, Spain, Sweden, Switzerland and
United Kingdom.

CEN

European Committee for Standardization
Comité Européen de Normalisation
Europaisches Komitee fir Normung

Central Secretariat: rue de Stassart 36, B-1050 Brussels

© 1993 Copyright reserved to CEN members
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Foreword Contents

This European Standard was prepared by Page
CEN TC 258 “CLINICAL INVESTIGATION OF Foreword
MEDICAL DEVICES”.

This European Standard has been prepared under a
Mandate given to CEN by the Commission of the
European Communities (and the secretariat of the
European Free Trade Association) and supports
Annexes on Clinical Evaluation of relevant EC
Directive(s).

Introduction

Scope

Normative references
Terminology and definitions
General requirements
Methodology

Presentation of the results 10
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In this European Standard, the words defined in

clause 3 are written in capital letters.

International work is currently underway within Annex A (informative) Bibliography 11

ISO TC 194/WG 4, and this European Standard is
in technical conformity with ISO CD 10993-8 which
deals with the same subject.

This European Standard shall be given the status of
a national standard, either by publication of an
identical text or by endorsement, at the latest by
December 1993, and conflicting national standards
shall be withdrawn at the latest by December 1993.

According to the CEN/CENELEC Internal
Regulations, the following countries are bound to
implement this European Standard: Austria,
Belgium, Denmark, Finland, France, Germany,
Greece, Iceland, Ireland, Italy, Luxembourg,
Netherlands, Norway, Portugal, Spain, Sweden,
Switzerland, United Kingdom.
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