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AFDO/RAPS Healthcare Products Collaborative

Berlin, Lane

Captain
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Divisional Vice President Quality
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Vice President
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Technical Director - Medical Audit
SGS North America Inc.

Brodbeck, Bill
Vice President, Regulatory Affairs
STERIS Corporation
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Claverie-Williams, Liz (she/her/hers)
Principal

Claverie & Associates Consulting, LLC
Maryland, United States

Dunbar, Aaron
Vice President of Quality Systems & Post Market
Boston Scientific

Elder, David (he/him/his)
Principal, Quality & Compliance
Eliquent Life Sciences

District of Columbia, United States

Fuh, Ken (he/him/his)
IVD and MDSW Expert
ACT-IVD

Alberta, Canada

Gallucci, Michael
VP Strategic Sourcing
Edwards Lifesciences

Geniusz, Laureen

Consumer Safety Officer, Office of Medical Device and Radiological Health
Inspectorate (OMDRHI), Medical Products Inspectorate (MPI), Office of

Inspections and Investigations (Oll)
FDA (Virtual)

Graf, Matt

Corporate Director, Quality Assurance & Global Quality Systems
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https://medcon2025.eventscribe.net/biography.asp?pfp=Speakers

217


https://medcon2025.eventscribe.net/ajaxcalls/PresenterInfo.asp?efp=WVNYR0RRVlcyMzk1Ng&PresenterID=2098200&rnd=0.81449
https://medcon2025.eventscribe.net/ajaxcalls/PresenterInfo.asp?efp=WVNYR0RRVlcyMzk1Ng&PresenterID=2028398&rnd=0.7090379
https://medcon2025.eventscribe.net/ajaxcalls/PresenterInfo.asp?efp=WVNYR0RRVlcyMzk1Ng&PresenterID=2062311&rnd=4.535276E-02
https://medcon2025.eventscribe.net/ajaxcalls/PresenterInfo.asp?efp=WVNYR0RRVlcyMzk1Ng&PresenterID=2062312&rnd=0.4140327
https://medcon2025.eventscribe.net/ajaxcalls/PresenterInfo.asp?efp=WVNYR0RRVlcyMzk1Ng&PresenterID=2062322&rnd=0.8626193
https://medcon2025.eventscribe.net/ajaxcalls/PresenterInfo.asp?efp=WVNYR0RRVlcyMzk1Ng&PresenterID=2062722&rnd=0.79048
https://medcon2025.eventscribe.net/ajaxcalls/PresenterInfo.asp?efp=WVNYR0RRVlcyMzk1Ng&PresenterID=2062717&rnd=0.3735362
https://medcon2025.eventscribe.net/ajaxcalls/PresenterInfo.asp?efp=WVNYR0RRVlcyMzk1Ng&PresenterID=2102646&rnd=0.9619532

6/2/25, 10:33 AM Speaker List
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Senior Quality & Regulatory Compliance Advisor, FDA & Life Sciences
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Global Director Regulatory Strategy
TUV SUD Medical Health Services

Hoste, Shannon
Chief Scientific Officer
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Kaplan, Kim
Senior Product Manager
ISACA

Keith, Erin (she/her/hers)

Materials Engineer, Compliance and Quality Program, Office of Product
Evaluation and Quality (OPEQ), Center for Devices and Radiological Health
(CDRH)

FDA (Virtual)
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Senior Vice President, Corporate Quality, Regulatory and Clinical
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Krug, John

Executive Director and Site Quality Leader of Indianapolis Device
Manufacturing

Eli Lilly and Company

Leahey, Mark
President & CEO
Medical Device Manufacturers Association (MDMA)
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] !;A]' General Manager — Quality Systems
nh(%‘ | Fisher & Paykel Healthcare
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Mandernach, Steven
Executive Director
Association of Food and Drug Officials (AFDO)

Markley, Evan
Risk Management Engineer
Eli Lilly and Company

Masley-Joseph, Karen

Senior Advisor, Office of Medical Device and Radiological Health
Inspectorate (OMDRHI), Medical Products Inspectorate (MPI), Office of
Inspections and Investigations (Oll)

FDA (Virtual)

Matthias, Susan

Consumer Safety Officer, Special Assistant, Office of Medical Device and
Radiological Health Inspectorate (OMDRHI), Medical Products Inspectorate
(MPI), Office of Inspections and Investigations (Oll)

FDA (Virtual)

McCann, Mindy
Vice President US Operations and Principal Consultant
Qserve Group

McMoil, Bill
Executive Director
Regulatory Affairs Professionals Society, RAPS (Welcome)

Mecl, Rhonda

Deputy Program Director, Office of Medical Device and Radiological Health
Inspectorate (OMDRHI), Medical Products Inspectorate (MPI), Office of
Inspections and Investigations (Oll)

FDA (Virtual)

Millner, LCDR Mary

Senior Operations Officer, Office of Medical Device and Radiological Health
Inspectorate (OMDRHI), Office of Inspections and Investigations (Oll)

FDA (Virtual)

Murray, Clarence
Director, Regulatory Affairs
STERIS Corporation

Murray, David
Senior Director, Quality
lllumina
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Nadig, Chitra
Director of Quality and Regulatory
KeborMed

Noffs, Karen
Head of Pre-Market Approval of Medical Device
Anvisa - Brazil

Ortiz, Braulio
Principal Consultant
BioTeknica

Florida, United States

Peter, CDR Tom

Senior Operations Officer, Office of Medical Device and Radiological Health
Inspectorate (OMDRHI), Office of Inspections and Investigations (Oll)

FDA (Virtual)

Piotrkowski, Tony
Director of Regulatory Affairs
STERIS Corporation

Ohio, United States

Pontikos, Phil
Retired, FDA

Razjouyan, Fatemeh

Director of Regulatory Policy, International and Harmonization | Global
Regulatory Policy

Medtronic

Reed, Chris
Senior Director of Cybersecurity Policy, Global Regulatory Affairs
Medtronic

Reid, Anne
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Office Director, Office of Medical Device and Radiological Health Inspectorate
(OMDRH]I), Medical Products Inspectorate (MPI), Office of Inspections and Investigations
(on)

FDA (Virtual)

Rosecrans, Heather
Executive Vice President, Medical Devices & Combination Products
Eliquent Life Sciences | Vice President Regulatory Affairs, MDMA

Schultz, Dan
Principal, Medical Devices & Combination Products
Eliquent Life Sciences

Shoemaker, Kim
Senior Director, Global Regulatory Affairs
Johnson & Johnson MedTech

Siroka, Brian (he/him/his)
Associate Medical Device Consultant
MEDIcept

Sperzel, John

£ Chairman and CEO
T2 Biosystems, Inc.
Massachusetts, United States

Staub-Zamperini, Katelyn

Medical Device Senior Operations Officer, Office of Medical Device and
Radiological Health Inspectorate (OMDRHI), Office of Inspections and
Investigations (Oll)

FDA (Virtual)

United States

KS

% ‘ Steuerwald, Tammy
Global Head of Regulatory Policy, Foundational Principles and

J Supranational Organizations
Roche

Thomas, MS, MHS, CQA, RAC, Keisha

Associate Director for Compliance & Quality, Office of Product Evaluation
and Quality (OPEQ), Center for Devices and Radiological Health (CDRH)
FDA (Virtual)

Trautman, Kim
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Expert

Medical Device, IVD and Combo Product Expert

Vincent, Lisa Griffin (she/her/hers)
Chief Regulatory, Quality, Clinical Officer
GT Metabolic Solutions, Inc. (virtual)
Minnesota, United States

Webster, Andrew

Senior Manager, Post Market Surveillance Team

Zimmer Biomet

Weixel, Patrick
Director Quality
Abbott

Wilkins, Monica

VP Regulatory, Quality & Compliance
Abbott

lllinois, United States

Wirth, Axel
Chief Security Strategist
MedCrypt

Zaharik, Michelle
Independent Expert
MLZ Biotech Consulting Inc

Zeller, Jessica
Vice President, Quality, & Regulatory Counsel,
Edwards Lifesciences
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