
CE Marked?

Medical Device

Used According to 
Intended Use?

Y

Additional 
Burdens/ Invasive 

Procedures?

Y

Post-Market Clinical Follow-
Up (PCMF) Investigation with 

Additional Burdens and/or 
Invasive Procedures 

[Art 74(1) MDR]

Notify the Member States 
Concerned at Least 30 days 

Prior to Commencement 
[Art 74(1) MDR]

Y

Clinical Investigation –
Conformity Procedure 

[Art 62 MDR]

Notify the Member States 
concerned [Art 72 MDR]

Data may be Used 
to Get CE Mark?N

Requires National REC 
Approval [Art 62(4) MDR]

Clinical Investigation – Other
[Art 82 MDR]

Requires National REC 
Approval [Art 82(1) MDR]

N

Check National Competent 
Authority Requirements 

[Art 82(2) MDR]

Clinical Investigation –
Conformity Procedure 

[Art 62 MDR]

Member States Authorisation 
Required [Art 72 MDR]

Requires National REC 
Approval [Art 62(4) MDR]

Y

10 – 55 Days

Invasive CLASS IIa and Class IIb 
Medical Devices

CLASS I, Non-Invasive CLASS IIa and Class IIb 
Medical Devices

55 - 110 Days

30 Days

Requires National REC 
Approval [Art 62(4) MDR]

N

Post-Market Clinical Follow-
Up (PCMF) Investigation

[Art 74 MDR]

Check National Requirements Clinical Investigation – Other
[Art 82 MDR]

Requires National REC 
Approval [Art 82(1) MDR]

Check National Competent 
Authority Requirements 

[Art 82(2) MDR]

N
MDR = Medical Devices Regulation (Regulation 
EU/2017/745)

MDCG 2021-6 = MDCG 2021/06 - Regulation (EU) 
2017/745 – Questions & Answers Regarding 
Clinical Investigations (April 2021) 

Assessed for 
Safety or 

Performance?

Not a Clinical Investigation 
[Q#7 MDCG 2021-6] 

Check National Requirements 

N

Y

Y


