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Introduction

The Awareness Talk and RClinic were designed to equip medical device innovators and startups
with key insights into the US regulatory landscape. The expert-led talk covered crucial aspects of the

US regulatory process, including the 510(Kk) process and pre-clinical testing requirements.

The accompanying RClinic, conducted offline with Dr. Jain for selected startups, provided a valuable

opportunity for one-on-one mentoring on navigating US Regulatory Pathway.

Content

Focus:
The awareness talk provided key insights on the following:

e FDA regulatory pathways and resources for med-tech startups, including how to determine
substantial equivalence, select a predicate for the 510(k) Premarket Notification process,
navigate timelines, and request reviewer feedback.

e Preclinical testing strategies, with focus on performance studies, biocompatibility
assessments under ISO 10993, and verification and validation strategies.

e Practical examples on structuring test protocols, justifying sample sizes, documenting
verification and validation results, and tips for making a submission “easy to review.”
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Outline:

Tuesday, 30 Sept 2025
Session 1:
Regulatory Mentoring Clinic for shortlisted startups:

Date Time Slot WEV Startup Name
30 Sept 2025 2:30- 3:00 PM Muntazir Merchant Qtanea Solutions Pvt. Ltd.
30 Sept 2025 3:00 - 3:30 PM Chinmay Khare Wissenkraft Labs
30 Sept 2025 3:30-3:50 PM Yogesh Shelke Keralink
Session 2:

Awareness Talk on “Navigating FDA Premarket Notifications (510k) and Preclinical Testing: A
Practical Guide for Indian MedTech Start-ups”

Attendees:

= 60 people from various startups attended the talk in online mode, offline mode and on YouTube live
stream.

Feedback:

During the Talk, the intentions were met; there was an exchange of information on regulatory
requirements for the medical devices and diagnostics.

Rating Scale

1 Bad 2 Well below average

3 Below average 4 Average

5 Good 6 Very Good

7 Excellent

Category Avg (Min-Max) Count
Section 1 - About the Event

Overall Satisfaction with Awareness Talk 6.4(6,7) 17
Satisfaction with Content 6(6,7) 17

If you have any other suggestions, comments, etc., please share them below.

Great

Good information and practical info. sharing

It would be great to have VC have consultants with US FDA expertise. We know a few consultants with expertise for US
510(k) and CE, but they are very expensive. Maybe VC could on board them as advisors and offer affordable regulated
market regulatory services for startups.

Good

Training in Risk Management

Session was good, for more specific questions , where we need to give background of our documents, can we arrange
such session

Informative and detailed.

Speaker dived into the fundamentals which was very useful. Excellent talk

Sessions like these are very crucial for startups as it prepares us well for the regulatory journey ahead. Thank you.

Would be great if a comprehensive workshop on preclinical/clinical trials and regulatory pathways after receiving test
licence.
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Regulatory Information and Facilitation Centre

100, NCL Innovation Park,
Dr. Homi Bhabha Road,
Pashan, Pune - 411008.

+91-9156465137
rifc@web.venturecenter.co.in

https://www.venturecenter.co.in/services/advisory-and-

consulting/regulatory-information-and-facilitation
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