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• MDD/AIMDD: 44 replies received  - out of 52 notified bodies designated 
under the MDD, 10 of which also designated under the AIMDD (all notified 
bodies designated under the AIMDD replied)

• MDR: 17 replies received – out of 18 notified bodies designated under the 
MDR at the time the survey was launched 

Medical devices notified bodies – replies 
received February 2021



AIMDD/MDD data request



AIMDD/MDD valid certificates (1/3)
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AIMDD/MDD valid certificates (2/3)
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AIMDD/MDD valid certificates (3/3)
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MDR - data request



MDR – certificates issued and applications filed
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Directive certificates issues by NBs already
designated under the MDR

Directive certificates from
regulation NBs

70,45%

29,55%

16439 / 23335



• IVDD: 17 replies received  - out of 18 notified bodies designated under the 
IVDD

• IVDR: 4 replies received – out of 4 notified bodies designated under the IVDR 
at the time the survey was launched 

IVD notified bodies – replies received 
February 2021
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IVDD – expiring certificates
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IVDD – expiring certificates
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IVDD – expiring certificates
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MTE-reported total number of IVDs certified 
under the IVDD: 2034 (~80% market coverage, 
IVD=catalogue number/prospective UDI)



IVDR – applications and certificates issued
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IVDR – applications and certificates issued
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MTE-reported: Total number of IVDs certified under the IVDD: 2034 
Total number of IVDs to be certified for the first time: 18941
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