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GOAL

To study and recommend ways 
to harmonize medical device 
regulations in the Asian & other 
regions & to work in coordination 
with other international 
organizations of similar objectives



Formalization of Capacity Building Structure
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Capacity Building Trainer Panel Proposal 
– Structure
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CB Panel Selection Proposal - Approval 

Trainer must commit to conduct min. 1 in-country training 
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Criteria for Trainer

 a NRA* background

 at least 5 years of regulatory controls as a 
Medical Device regulator

 able to communicate well, think on the feet to 
answer impromptu questions.

 be able to discuss how such training can close 
gaps for Industry

 be able to have respect of 
participants/regulators

NRA* National regulatory agency

Functional Competency General Tech Competency

 at least 5 years in area of technical 
support

 good technical skills, mostly from 
Industry

 has the knowledge in top 5/10 areas of 
diseases and their treatment

 basic coverage of the technology of that 
medical device

 be widely read, knowing what's new in 
the market



Thank You!
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