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About The Talk

Awareness talk was organized with Akash Dhade in Online Mode, aimed to equip startups, and

innovators with insights into the regulatory landscape of the US market. The talk covered key aspects of

the US regulatory process. We received registrations from various audience including startups, academia,

and industry professionals keen to gain a understanding of US regulatory requirements for medical

devices.

Key Points Discussed in the Talk - Attendees - 22
e Regulatory Pathways for US,
e FDA Classification,
o FDA Regulatory Pathway,
e 510(k) Process,
e Substantial Equivalence (SE)

e Case Study
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Overall Feedback: 6/7

“Would like to join the presentation and seminars in the future. Great presentation from Akash.” - Rinoy Suvarnadas

“Thank you for the session. It was very informative... Looking forward to such sessions...' - Anuj
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Thank you all for your participation!!

Want to Take Your Medical Device to the US Market, Connect with Us!
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