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Main features of the GMRF
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WHO Global model regulatory framework: Conformity
assessment by risk class of medical device
(risk based approach)

Conformity assessment processes as determined by device class

Conformity assessment element  Class A Class B Class C Class D

Quality management system (QMS) Requlatory audit The NRA should have The NRA should have The NRA should have
normally not required, confidence thata current  confidence thata current  confidence that a current
except where assurance  and appropriate QMS and appropriate QMS and appropriate QMS
of sterility oraccuracy of ~ isin place or otherwise ~isin place or otherwise ~isin place or otherwise
the measuring functionis  conduct a QMS audit prior  conduct a QMS audit prior  conduct a QMS audit prior

required. to market authorization.  to market authorization.  to market authorization.
Technical documentation’ Pre-market submission ~ Not normally reviewed ~ The NRA will undertake ~ The NRA will undertake
normally not requested. ~ pre-market. The NRA may ~ a review sufficient to an in-depth review to
request and conduct a determine conformity determine conformity
pre-market or post- with essential principles  with essential principles,
market review sufficient prior to the device being  prior to the device being
to determine conformity  placed on the market. placed on the market.
with essential principles.
Dedlaration of conformity Submission normally not  Review and verify Review and verify Review and verify
requested. compliance with compliance with compliance with

requirements by the NRA.  requirements by the NRA.  requirements by the NRA.




Enabling conditions for effective regulation of medical devices including IVDs
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Shaping the future of medical devices regulation
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In concluding my remarks

* GMREF (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.
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Thank you

Email: kijoa@who.int
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