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would	be	critical	that	the	agency	educates	stakeholders	about	what	precertification	does	and	
does	not	mean.		In	particular,	it	is	critical	to	avoid	any	public	perception	that	a	given	SaMD	
solution	is	safe	and	effective	based	solely	on	a	precertified	company’s	appraisal/status.		It	is	also	
critical	that	liability	associated	with	SaMD	from	precertified	companies	not	be	shifted	to	end-
users	as	a	result	of	regulatory	pathway	modifications.	
	

3.8.	Is	premarket	clinical	performance	necessary	to	assess	SaMD	safety	and	effectiveness?	Please	
explain	your	answer	and	provide	your	rationale.	
For	SaMD	above	Type	I,	we	believe	it	is	necessary	to	review	premarket	clinical	performance	to	assess	
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