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Facts & figures  

Since 2012:  

-8 Presidencies  

 

 

-99 Council Working Parties (28 member states) 

-10 Political Trilogues 

-30 Technical Trilogues 

 

MDD: 60 pages, MDR: 354 pages, IVDR: 310 pages 

 

 



B Decisive moments 



It’s a deal; new legislation for 

MD’s and IVD’s! 



Main changes 

1 Scope (chapter I, annex XV) 

2 Economic operators (chapter II) 

3 Eudamed, UDI (chapter III) 

4 Notified bodies (chapter IV) 

5 Conformity assessment procedures (chapter V) 

5 Clinical evidence (chapter VI etc.) 

6 Authorities: cooperation MDCG, vigilance, surveillance (chapter VII+ VIII) 

 



IVD-negotiations…. 



Main political hurdles 

-Genetic testing  

-In-house 

-Classification : rule 1, 4 and 5 

-Clinical evidence 

-PSUR +Trendreporting 

-Near-patient testing 

-Scope: indirect medical purpose 

-Scrutiny 

-Transitional provisions: Eudamed in place, expert lab’s timely in 
place 
 

 



Main changes IVD-regulation 

-Risk classification in 4 classes (GHTF) 

-Reference labs 

-Scrutiny class D devices without CS 

-Genetic information, counselling and informed consent 

-Companion diagnostics 

-In-house testing 

-Detailed requirements performance evaluations/ studies 

Wanneer? 2022….. 



Wat nu…….wees voorbereid! 





Links to documents: 

  

http://data.consilium.europa.eu/doc/document/ST-11662-2016-INIT/en/pdf 

http://data.consilium.europa.eu/doc/document/ST-11663-2016-INIT/en/pdf 
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