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IMDRF Strategic 
plan survey



IMDRF Q1.      Do you think IMDRF has achieved the 
objectives and scope of activities listed in the TOR? 
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IMDRF Q2. As a core member of IMDRF, what do you think is
the strength of IMDRF? Please select all that you think apply.



Q3. Similarly, what do you think are the current challenges
for IMDRF? Please select all that you think apply.



IMDRF Q4. Please suggest any initiatives for IMDRF 
activities that you would like to see established by 2031 
when the Strategic Plan (2026-2030) is completed. 



IMDRF Q5. What elements are considered necessary for 
IMDRF to maintain leadership in a world of international 
medical device regulatory harmonization?



IMDRF Q6. If there are any foundational IMDRF/GHTF documents that
you think IMDRF should especially continue to update, please list them
in detail.

Classification MD Clinical 
Evidence PMS

IVD Clinical 
Evidence UDI



IMDRF Q7. If there are any innovative topics that you think IMDRF
should tackle in the future as a group of highly regulated countries
or organizations, please list them in detail.

AI Clinical 
Evaluation

Breakthrough 
technologies 

Electronic 
submissions 

IVD clinical 
evidence 

Predetermined 
change control 
plans 



IMDRF Q8. What approach do you think is desirable to
classify priority topics we are going to identify in the
Strategic Plan? Select what you think applies.



IMDRF Q9. In your opinion, what strategic priorities / topics should 
the EU pursue at IMDRF level? 

Promote EU 
PMS 

requirements 
EU AI 

requirements 
PCCP, change 
management 

Reliance 
playbook –

maintain EU 
role in the world 

Training 
programs 

IVD Clinical 
Evidence 

Adverse event 
reporting and 
PMS reporting 



Results of the 
Survey on Reliance









Q5 
Which 
types of 
reliance 
mechanism
s 

• Complete reliance 
• Expedited assessment (partial reliance)
• Registration only requirement
• Adapted reliance 
• Other 



Which types of reliance mechanisms?  
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