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EESTI STANDARDI EESSÕNA   NATIONAL FOREWORD 

See Eesti standard EVS-EN ISO 27953-2:2011 
sisaldab Euroopa standardi EN ISO 27953-2:2011 
ingliskeelset teksti. 

This Estonian standard EVS-EN ISO 27953-2:2011 
consists of the English text of the European standard 
EN ISO 27953-2:2011. 

 
Standard on jõustunud sellekohase teate 
avaldamisega EVS Teatajas. 
 
 
Euroopa standardimisorganisatsioonid on teinud 
Euroopa standardi rahvuslikele liikmetele 
kättesaadavaks 01.12.2011. 
 

 
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 
01.12.2011. 

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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Informatique de santé - Rapports de sécurité de cas 
individuel (ICSRs) en pharmacovigilance - Partie 2: 

Exigences pharmaceutiques humaines à rapporter pour un 
rapport de sécurité de cas individuel (ICSR) (ISO 27953-

2:2011) 

 Medizinische Informatik - Pharmakovigilanz - 
Einzelfallbericht für unerwünschte Arzneimittelwirkungen - 

Teil 2: Anforderungen für die Einzelfallberichte (ISO 27953-
2:2011) 

This European Standard was approved by CEN on 12 November 2011.  
 
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 CEN-CENELEC Management Centre 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 CEN-CENELEC Management Centre has the same 
status as the official versions. 
 
CEN members are the national standards bodies of Austria, Belgium, Bulgaria, Croatia, Cyprus, Czech Republic, Denmark, Estonia, 
Finland, France, Germany, Greece, Hungary, Iceland, Ireland, Italy, Latvia, Lithuania, Luxembourg, Malta, Netherlands, Norway, Poland, 
Portugal, Romania, Slovakia, Slovenia, Spain, Sweden, Switzerland and United Kingdom. 
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Foreword 

This document (EN ISO 27953-2:2011) has been prepared by Technical Committee ISO/TC 215 "Health 
informatics" in collaboration with Technical Committee CEN/TC 251 “Health informatics” the secretariat of 
which is held by NEN. 

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 June 2012, and conflicting national standards shall be withdrawn at 
the latest by June 2012. 

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

According to the CEN/CENELEC Internal Regulations, the national standards organizations of the following 
countries are bound to implement this European Standard: Austria, Belgium, Bulgaria, Croatia, Cyprus, Czech 
Republic, Denmark, Estonia, Finland, France, Germany, Greece, Hungary, Iceland, Ireland, Italy, Latvia, 
Lithuania, Luxembourg, Malta, Netherlands, Norway, Poland, Portugal, Romania, Slovakia, Slovenia, Spain, 
Sweden, Switzerland and the United Kingdom. 

Endorsement notice 

The text of ISO 27953-2:2011 has been approved by CEN as a EN ISO 27953-2:2011 without any 
modification. 
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