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Foreword 

This document (EN ISO 14155:2011/AC:2011) has been prepared by Technical Committee ISO/TC 194 
"Biological evaluation of medical devices" in collaboration with Technical Committee CEN/TC 258 “Clinical 
investigation of medical devices” the secretariat of which is held by DIN. 

Endorsement notice 

The text of ISO 14155:2011/Cor 1:2011 has been approved by CEN as a EN ISO 14155:2011/AC:2011 
without any modification. 
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Clinical investigation of medical devices for human subjects — 
Good clinical practice 

TECHNICAL CORRIGENDUM 1 

Investigation clinique des dispositifs médicaux pour sujets humains — Bonnes pratiques cliniques 

RECTIFICATIF TECHNIQUE 1 

Technical Corrigendum 1 to ISO 14155:2011 was prepared by Technical Committee ISO/TC 194, Biological 
evaluation of medical devices.  

                               

Page 12, 4.7.4 

Replace “a) Potential benefits” with “b) Potential benefits”. 

Amend the rest of the list accordingly. 

 

Page 21, 7.3 

In the first sentence, replace the word “evaluation” with “investigation”.  
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