DRUG-DEVICE COMBINATION PRODUCTS: UPDATES AND

CHALLENGES WITH DEMONSTRATING GENERIC SUBSTITUTABILITY

Symposium IV: Device Manufacturing and Sustainability

Introductions: Nathan A. Reed, PhD Chemist, DPQR II, OPQR, OPQ, FDA
Presenters: Marta Wosinska, PhD Senior Fellow, Center on Health Policy, The Brookings Institution
Michael Hoffmann, MS OPEQ Device Shortages Lead, CSPS, OPEQ, CDRH, FDA
Fran Penrose, MEng Mechanical Engineer, Cambridge Design Partnership
Carol Stillman, BS, PMP Senior Consultant Program Manager, Cambridge Design
Rumi Young, MEng Director, Regulatory Policy, Becton Dickinson (BD)
Kyran Gibson, BS Biomedical Engineer OHT lll, DHT IIIC,, OPEQ, CDRH, FDA
Moderator: Nathan A. Reed, PhD Chemist, DPQR II, OPQR, OPQ, FDA
Panelists: Marta Wosinska, PhD Senior Fellow, Center on Health Policy, The Brookings Institution
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