
 

*  Applies initially only 
to all new class III 
devices and can be 
expanded to other 
device classes and 
device categories.
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Request and time needed to respond can result 
in patients waiting anywhere 

from 6 months to 1…2…3…(?) years longer

Proposed Scrutiny Procedure (Article 44, Page 66)  
Medical Devices Directives revision proposal


