
CONFORMITY ASSESSMENT OF IN VITRO DIAGNOSTIC DEVICES
ACCORDING TO REGULATION (EU) 2017/746 (IVDR) 

DCBA

 Is the device sterile? Device for self testing or  
near patient testing?

TD review on representative devices
per generic device category  
Annex IX, chapter II, section 4

Full QMS assessment 
Annex IX, chapters I + III

Full QMS assessment 
Annex IX, chapters I + III

Device for self testing, near patient 
testing or companion diagnostic?

TD review on representative
devices per generic device group 

Annex IX, chapter II, section 4

Production quality assurance 
Annex XI (except section 5)

Assessment based on type 
examination  

Annex X

Device for self testing or  
near patient testing?

TD review for every device 
Annex IX, chapter II, section 4

Full QMS assessment 
Annex IX, chapters I + III

Production quality assurance
Annex XI

Assessment based on type 
examination 

Annex X

QMS 
assessment
Annex IX +  

article 48(10)

Product quality
assurance
Annex XI +

article 48(10)

Lodge application
for TD review

Annex IX, chapter II,
section 5.1

Lodge application
for TD review

Annex IX, chapter II,
section 5.1 or 5.2

Lodge application
for TD review

Annex IX, chapter II,
section 5.1

Annex I General safety and performance requirements

Annex II Technical documentation (TD)

Annex III Technical documentation on post market surveillance (PMS)

Annex IV EU declaration of conformity
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