
 

 

 

 
 
Medical Device Conformity Assessment Routes 
In order to demonstrate compliance with the essential requirements, the manufacturer 
must follow the conformity assessment procedure appropriate for the medical device 
concerned. 

The number of the applicable annexes varies between the three Directives, and the 
following table may serve as a useful guide: 

 
 AIMD MDD IVDD 

Full Quality Assurance 2 II IV 

EC Type Examination 3 III V 

EC Verification  
(Type Test of every batch) 4 IV VI 

Production Quality Assurance 
(ISO 13485 without Design) 5 V VII 

Inspection Quality Assurance  
(ISO 13485 without Design and 
Manufacture) 

 VI  

EC Declaration of Conformity  VII III 

 

For more information, please contact us at: 

BSI Healthcare - USA 
12110 Sunset Hills Road, Suite 200 
Reston, VA 20190-5902 
USA 
Tel: 1 800 862 4977 
1 703 437-9000 
Fax: 1 703 437 9001 
email: healthcare@bsigroup.com 
www.bsiamerica.com/healthcare 
 

BSI – Europe 
Kitemark House, Maylands Avenue 
Hemel Hempstead HP2 4SQ 
United Kingdom 
Tel: +44 (0)8450 765600 
Fax: +44 (0)8450 765601 
email: eu.healthcare@bsigroup.com 
www.bsigroup.com/healthcare 
 


