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7 Critical Checks Before Finalizing Your
Medical Device Regulatory Pathway

4 )
Is your intended use clearly defined?
y,
N
Have you confirmed the device classification?
. y,
N
Do you know the most suitable pathway?
y,
\
Are you targeting the right market first?
y,
( )
Is your documentation aligned with the selected route?

. y,
( )
Have you identified major regulatory gaps?

. y,

Do you have a clear next-step roadmap?
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