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Assessment

·WORLD MAP ïGHTF vss FDA vs Res of 
World



Challenges

·Regulatory

īImmature Regulation

īDeficient (broken?) regulation

īRisk Management

·Technical

īDirect to Consumer

īGenetic Testing

īPersonalised Medicine



Context ïRegulatory Reform in 
Medical Devices 

·Recast of European Directives

īGenerally resisted EXCEPT for ñurgently requiredò update 
of IVDD

·FDA reform as climate changes in USA

īKennedy/Smith Act proposes Lab tests be deemed 
Medical devices (Bill never passed)

īAdvamed proposal for FDA to regulate all tests including 
lab based and home brew tests

īGAO calls to increase rigour of 510( k) process (including 
increase in requirements for clinical data)

·Asian harmonisation ïfollowing GHTF



Issuesé

·USA ïis the system broken?

·Europe ïwhat about 
forthcoming revision of 
the IVDD?

·Asia ïunderstanding the 
mosaic of requirements 
and the significance of 
AHWP and ASEAN


