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See Eesti standard EVS-EN 540:1999 sisaldab 
Euroopa standardi EN 540:1993 ingliskeelset teksti. 

This Estonian standard EVS-EN 540:1999 consists of 
the English text of the European standard EN 
540:1993. 

 
Standard on jõustunud sellekohase teate 
avaldamisega EVS Teatajas. 
 
 
Euroopa standardimisorganisatsioonid on teinud 
Euroopa standardi rahvuslikele liikmetele 
kättesaadavaks 28.06.1993. 
 

 
This standard has been endorsed with a notification 
published in the official bulletin of the Estonian Centre 
for Standardisation. 
 
Date of Availability of the European standard is 
28.06.1993. 

Standard on kättesaadav Eesti Standardikeskusest. The standard is available from the Estonian Centre for 
Standardisation. 

Standardite reprodutseerimise ja levitamise õigus kuulub Eesti Standardikeskusele 
Andmete paljundamine, taastekitamine, kopeerimine, salvestamine elektroonsesse süsteemi või edastamine ükskõik millises vormis või 
millisel teel ilma Eesti Standardikeskuse kirjaliku loata on keelatud. 
Kui Teil on küsimusi standardite autorikaitse kohta, võtke  palun ühendust Eesti Standardikeskusega: 
Aru 10, 10317 Tallinn, Eesti; www.evs.ee; telefon 605 5050; e-post info@evs.ee 

The right to reproduce and distribute standards belongs to the Estonian Centre for Standardisation 
No part of this publication may be reproduced or utilized in any form or by any means, electronic or mechanical, including photocopying, 
without a written permission from the Estonian Centre for Standardisation. 
If you have any questions about copyright, please contact Estonian Centre for Standardisation: 
Aru 10, 10317 Tallinn, Estonia; www.evs.ee; phone 605 5050; e-mail info@evs.ee 
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This European Standard ras approved by CEN on 1993-06-21. CEN rsnbers are bound to cottply w'ith the CEN/CENELEC Internal
Regulations which stlpulate the condJtions for giving th'is European Standard tha status of a nat'ional standard without
any a'lteratJon.

Up-to-date lists and b'ib'liographica'l references @nc€rning such natJonal standards rnay be obtained on applicatlon to
the Centra] SecretarJat or to any CEN menber,

The European Standards exlst ln three offlcial v-ersJons (English, French. Gernan). A version ln any other language
made by translation under the responsibility of a CEN nsnber into lts own 'language and notified to the Centrit
SecrEtiriat has the same status as the officia'l verslons.

CEN menrbers are thg natlona'l standards bodies of Austrlar Be'lgiurn' Denmark, Finland, France, Gerrnany, Greece. Iceland,
Ire'land, Italy, Luxenbourg, Nether'lands, Notrray, Portugal' Spain' Sveden, Swltzer'land and United'Kingdon.
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Page 3
EN 540:1993

Foreword

This European Standard was prepared by CEN TC 258 "CLINICAL INVESTIGATION of MEDICAI
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 Trad6 Association) and
supports Annexes on Clinical Evaluation of relevant EC Directive(s).

ln this European Standard, the words defined in clause 3 are written in capital letters.

Intemational work is cunently undenray within ISO TC 194ArVG 4, and this European Standard is
in technical conformity with ISO CD 1099&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 1g93, and conflicting national
standards shall be withdrawn at the latest by December .|9g3.

According to the CEN/CENELEC Internal Regulations, the following countries are bound toimplement this European Standard: Austria, Belgium, Denmark, Finland, France, C"rr"nrr,
Greece, lceland, lreland, ltaly, Luxembourg, Netherlands, Norway, portugal, spain, s-"d"n,
Switzerland, United Kingdom.
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Pase 4

EN 540:1 993

0 Introduction

This European Standard was prepared to define procedures to assist manufacturers, regulatory
authorities,SPONSORS and CLINICAL INVESTIGATORS on the conduct and performance of the
CLINICAL INVESTIGATION of MEDICAL DEVICES.

This European Standard is intended to protect SUBJECTS and ensure the scientific conduct of
thE CLINICAL INVESTIGATION.

CIinical inveCigation of mcdcal devices for hrman srbjecfs

Scope

1.'l This European Standard pertains to the CLINICAL INVESTIGATION in human SU&IECTS of
those MEDICAL DEVICES whose the clinical PERFORMANCE needs assessment before being
placed on the market.

This-European standard does not apply to in vitro diagnostic devices.

1.2 This European Standard specifies the requirements :

- fortln conduct of CLINICAL INVESTIGATIONS and documentation on whether the
MEDICAL DEVICE achieves the performance intended by the SPONSOR,

- to determine any undesirable side effects, under normal conditions of use,

- to permit the assessment of the acceptable risks having regard to the intended
PERFORMANCE OF THE MEDICAL DEVICE.

1.3 This European Standard provides a framework for the preparation of written procedures for
the organisation, design, implementation, datia collection and documentation of the CLINICAL
INVESTIGATION.

2 Normative refercnces

This European Standard incorporates by dated or undated reference, provisions from other
publications. These normative references are cited at the appropriate places in the text and the
publications are listed hereafter. For dated references, subsequent amendments to or revisions of
any of these publications apply to this European Standard only when incorporated in it by
amendment or revision. For undated references the latest edition of the publication refened to
applies.

World Medical Association Declaration of Helsinki ; recommendations guiding physicians in
biomedical research involving human subjects.

3 Terminology and definitions

For the purpose of this European Standard, the following definitions apply,

3.1 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
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