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Main features of the GMRF
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Risk based approach 

• Classification system vs Regulatory controls 

• Four risk classes: A, B, C, D

• Risk-based classification rules

• Different conformity assessment per risk 
class 

Two phase approach



WHO Global model regulatory framework: Conformity 
assessment by risk class of medical device

(risk based approach)



Enabling conditions for effective regulation of medical devices including IVDs
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GBT+
Medical 

devices 

• GMRF  https://www.who.int/publications/i/item/9789241512350
• GBT+  https://www.who.int/tools/global-benchmarking-tools/evaluation-of-national-regulatory-

systems-of-medical-devices-in-vitro-diagnostics
• GRP    https://apps.who.int/iris/bitstream/handle/10665/340323/9789240020900-eng.pdf
• GRelP https://apps.who.int/iris/bitstream/handle/10665/340323/9789240020900-eng.pdf

Shaping the future of medical devices regulation
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Systems strengthening in 
regulation of medical 
devices including IVDs 
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• International 
collaboration

• Information sharing
• Protect public from 

substandard devices
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• Reliance
• Access to safe 

and effective 
medical devices

• Strengthen public 
health
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• Access to innovative 
medical devices

• Facilitate response 
to public health 
emergencies

Why GMRF is important

Stable 
regulatory 

system

GBT+

Medical 
devices 



In concluding my remarks

• GMRF (revised in 2023) is a game-changer in regulation of medical 
devices

• Instrumental in rollout of GBT+MD, specifically on implementation 
of the IDPs

• Facilitate a harmonized approach for developing regulatory 
frameworks for medical devices, globally

• Implementation of reliance for efficient regulatory framework.



Thank you

Email: kijoa@who.int
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