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Pre-Conference Workshop: Global Regulatory Pathways - US, China and South Korea
Room: 5A, 1st floor

Workshop Leader:  Chang-Hong Whitney, RAC, MBA – President & CEO, Whitney Consulting Ltd.
Presenter:  M. Jason Brooke, MSE, JD, CSQE – Attorney & Managing Member, Brooke & Associates
Presenter:  Young Kim, MBA – CEO & Principal Consultant, Synex Consulting Ltd.

	
	TOPICS

	8:00 - 8:30
	Workshop registration & Welcome Coffee

	8:30 - 10:30
	Morning Session: 

	
	Opening 

	
	US FDA regulations and pathways on devices, SaMD, AL/ML

	
	China NMPA regulations and pathways on devices, SaMD, AL/ML

	10:30 – 11:00
	Coffee Break

	11:00 – 13:00
	China NMPA regulations and pathways on devices, SaMD, AL/ML

	
	S. Korean MFDS regulations and pathways on devices, SaMD, AL/ML

	
	

	13:00 - 14:00
	Lunch

	14:00 - 16:00
	Afternoon Session: 

	
	Panel discussions on global and regional regulatory strategies using a case study

	
	Attendees group exercise: case studies and formulation of a global strategy and a strategy for each country

	
	Group presentations and joint discussions of panelists and attendees

	
	Summary and wrap up

	16:00
	Adjourn


	16:00 – 16:20
	Coffee Break
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