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Monday, April 22

Time (EST) Networking Reception

7:00 PM  Networking Reception: Join us for a reception to network with our colleagues in the Atrium.

Tuesday, April 23
Breakfast available at 7:30 am in the meeting room

Time (EST) Topic/Presenter

OSMA BUSINESS MEETING — MEMBERS ONLY
8:00 AM  Reading of Meeting Guidelines and Virtual Housekeeping: OSMA

8:10AM  Welcome/Opening Remarks and Introduction of New Members: Ehab Esmail, OSMA President

8:20 AM OSMA Board Updates and Officer Reports: OSMA Board

9:00 AM WG breakout sessions: WG Leads and OSMA Members

9:45AM  Working Group Updates - Accomplishments from past 6 months, future 12-month plans: WG Leads

10:15AM Break

10:30AM OSMA Website: Mike Thomas, OSMA Board Member
10:50 AM Speed Networking Event (including feedback on OSMA priorities/focus): All Member Participants

11:30 AM Lunch (OSMA Members and Guest Speakers)

12:15PM  U.S. Digital Health Regulatory Landscape: Shawnnah Monterrey, BeanStock Ventures CEO
12:45 PM EU Digital Health Regulatory Landscape: Balazs Bozsik, SGS North America
1:15PM  Existing and Future Digital Health Needs in Orthopaedics: Norbert Johnson, Globus Medical

1:45PM Break

2:00 PM  Al/ML Industry Submission Experience: Alex Smith, Hogan Lovells
2:45PM  PCCP New Legislation Overview & Applications: Manan Hathi Stryker, Teal Bjoraker, Medtronic
3:30 PM  Monitoring for Bias in Clinical Al: Sumir S. Patel, MD, MBA Gesund.ai

4:00 PM  Al/ML Q&A and Panel: Filsun Moussa, Medtronic -Moderator

4:30 PM  Closing Re ks and Day 1 Meeting Adjournment: OSMA

Please join us for a group dinner at 6:00 p.m. (Location: to be announced)
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Wednesday, April 24
Breakfast available at 8:00 am in the meeting room

Time (EST) Topic/Speaker

8:30 AM Reading of Meeting Guidelines and Virtual Housekeeping: OSMA
8:35AM Welcome/Opening Remarks: Ryan Belaney, OSMA Vice President & Gabriela Parana, OSMA Board
8:45 AM Opportunities to Advance Health Equity: Amra Racic, Veeva

9:15AM Cybersecurity FDA Requirements Overview: Manan Hathi, Stryker

Cybersecurity Considerations for Legacy Devices: Jessica Wilkerson, OSPTI/ORR, FDA, Jenn Talley,

9:45AM J&J DePuy Synthes

10:15 AM Cybersecurity Q&A and Panel: Alex Smith, Hogan Lovells - Moderator

10:45 AM Break

11:00 AM FDA Guidance Computational Modeling Overview: Snehal Shetye, PhD, OSEL, CDRH, FDA

11:30 AM In Silico Clinical Trials: Marc Horner, Ph.D., Ansys

12:00 PM Submission Best Practices & Considerations for Sensor Technology: Colin O’Neill, OHT6, FDA

12:45 AM Lunch

1:45 PM Maedical Extended Reality: Applications and Challenges: Ryan Beams, PhD, OSEL/CDRH, FDA

2:15 PM Industry Perspective on Extended Reality: Jemin Dedania, Hogan Lovells

OSMA MEMBER SESSION: Breakout to socialize need for Digital Health Working Group including

2:45 PM .
> objectives.

3:30 PM Closing Remarks and Day 2 Meeting Adjournment: OSMA
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