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Device  Life cycle



New Technologies
SAMD- AI

• Challenges posed by Software- Artificial 
intelligence 
– Rapid innovation iteration . communication vs FSCA
– New data feed to be defined . eg Consumers , focus 

groups ; Real World Evidence ……

• Need harmonization , pooling data

– Reliance on IMDRF Adverse Event Terminology 



GMTA’s message 

“The future of medical products regulation is in 
convergence/harmonization, collaboration, and networking 

based on reliance and trust.”
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