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THIRD ANNUAL

CDRH/CBER MDUFMA STAKEHOLDER MEETING AGENDA
November 17, 2005

Hilton Hotel, Gaithersburg, MD
Montgomery Room
8:00 a.m. REGISTRATION
9:00 a.m   OPENING REMARKS 
· Moderator: Mark Barnett, Assistant Director for Education and Communication, Center for Devices and Radiological Health (CDRH)
9:10 a.m. WELCOME 

· Daniel Schultz, Director, Center for Devices and Radiological Health (CDRH) (by video) 
· Jesse Goodman, Director, Center for Biologics Evaluation and Research (CBER)

9:30 a.m.   CONFERENCE INTRODUCTION 
· Linda Kahan, Deputy Director, CDRH

· Joanne Less, Associate Director, Clinical Research and Government Affairs, CDRH
· Diane Maloney, Associate Director for Policy, CBER

· Robert Yetter, Associate Director for Review Management, CBER
Session 1.  User Fee Structure -  FDA Representative: Frank Claunts, Office of Management, FDA
Presentations
· 9:45 – 9:55     Medical Device Manufacturers Association (MDMA) – Mark Leahey
· 9:55 – 10:05   Advanced Medical Technology (AdvaMed) – Janet Trunzo
· 10:05 – 10:15  National Electrical Manufacturers Association (NEMA) – Bob Britain

 OPEN MIKE 
10:25 – 10:40  BREAK
Session 2.  Premarket Review Performance Goals  - FDA Representatives: Donna-Bea Tillman,  Office of Device Evaluation, CDRH & Don St. Pierre, Office of In Vitro Diagnostic Device Evaluation and Safety, CDRH
Presentations

· 10:40 – 10:50  Medical Device Manufacturers Association (MDMA) – Mark Leahey
· 10:50  - 11:00  Advanced Medical Technology (AdvaMed) – Marlene Valenti
· 11:00 – 11:10   Chemically Associated Neurological Disorders – Marlene Keeling

· 11:10 – 11:20   National Electrical Manufacturers Association (NEMA) – Bob Britain
OPEN MIKE

Session 3.  Qualitative Performance Goals -   FDA Representatives: Tim Ulatowski, Office of Compliance, CDRH & Michael Marcarelli, Office of Compliance, CDRH
Presentations

· 11:20 – 11:30 Advanced Medical Technology (AdvaMed) – Patricia Shrader
OPEN MIKE
11:40 a.m.– 12:45 p.m   LUNCH ON YOUR OWN                       
Session 4. Third Party Inspection Program  - FDA Representative - Steve Niedelman, Office of Regulatory Affairs, FDA
Presentations

· 12:45– 12:55 National Electrical Manufacturers Association (NEMA) – Bob Britain

· 12:55 – 1:05  Advanced Medical Technology (AdvaMed) – Diane Wurzburger
· 1:05 – 1:15  National Research Center for Women & Families – Lindsey Wade
OPEN MIKE
Session 5.  Reprocessing of Single-Use devices (SUDs) - FDA Representative: Ginette Michaud, Office of Device Evaluation, CDRH
Presentations
· 1:25 – 1:35  Association of Medical Device Reprocessors (AMDR) – Naomi Halpern
· 1:35 – 1:45  Advanced Medical Technology (AdvaMed) – Tony Blank
· 1:45 – 1:55  Medical Device Manufacturers Association (MDMA) – Mark Leahey
OPEN MIKE
2:05 – 2:20 BREAK





      
Session 6.  Other Provisions -  FDA Reps: Linda Kahan, Joanne Less, Diane Maloney, Bob Yetter,  Mark Kramer (Office of Combination Products, FDA), and Steve Sykes (Office of Surveillance and Biometrics, CDRH)
Presentations

· 2:20 – 2:30  National Electrical Manufacturers Association (NEMA) – Bob Britain

· 2:30 – 2:40  National Venture Capital Association (NVCA) – Jack Lasersohn

· 2:40 -  2:50  National Research Center for Women & Families – Diana Zuckerman

OPEN MIKE 
3:00 – 3:15   Final Comments / Wrap-Up / Adjourn – Mark Barnett
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