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R Clinic organized by BRBC on 14" August 2019. This clinic was focused on New European Medical Device Regulation (MDR) — Changes from the old MDD &
Implications for Indian manufacturers.

Mr Atonu Dutta Consultant to European Notified Bodies; who is associated
for over a decade with European Notified Bodies as a Senior Assessor and
Lead Auditor for medical devices. Has an experience of over 27 years in
areas of project management, operations and quality management in
several large corporate houses. He is currently working as a consultant to
European Notified Bodies for technical documentation review and quality
system audits, as well with several other large organizations and start-ups
in the sector of healthcare and medical devices. Mr. Dutta is a graduate in
electrical engineering and a post-graduate in mathematics and operations
management. Core areas of consultation include: o Developing strategies
and plans to meet regulatory requirements, in areas like technical
documentation, clinical evaluation, risk management, post-market
surveillance. o Helping organizations to develop and implement their

quality management systems to fulfill regulatory requirements like CE, US
FDA, Brazil ANVISA and others.

The R Clinic was a one to one interaction with the prospective startups that are on the way to get CE mark product certification for their medical devices under
development.



BRBC

Regulatary NTU
R Clinic Report on R Clinic |14 Aug 2019|Venture Center, Pune| VENTURE
\ _ —

(14 Aug 2019) R Clinic

2



BRBC

Regulatary
R C' INIC Report on R Clinic |14 Aug 2019|Venture Center, Pune| ®V§IE\IILE"&E
Evaluation Results
Category Avg (Max-Min)
Count

Section 1 - Event
Overall Satisfaction with event 5.4(3,7)9
Satisfaction with event 5.4(3,7)9
Satisfaction with speakers/mentors etc. 5.3(3,7)9
Satisfaction with srtucture, design & Pace of event 5.0(3,7)9
Satisfaction with networking opportunities 5.0(3,7)9
satisfaction with event logistics, arrangements 5.5(4,7)9

Comments/Suggestion

The duration should have been more.

Very good

Very informative. Could have been better & Interactive.

Case studies.

Please provide the following information:

You are a:

You became know
of this event via:

Student 1 Email 6
Entrepreneur 3 Social Media

Employed 4 Advt

Other 1 Other 1

Not mentioned

Not mentioned




