Public Hearing

FDA Regulation of Combination Products

Monday, November 25, 2002

AGENDA

(All Times are Approximate and Subject to Change)

8:00 – 9:00


Doors Open

9:00 – 9:15


Opening Remarks





Mark Barnett





Murray Lumpkin, M.D.
9:15 – 9:30


American Academy of Orthopaedic Surgeons





Barbara D. Boyan, Ph.D.

9:30 – 9:45


Genetronics, Inc.





Paul Goldfarb, M.D.

9:45 – 10:05


Angiogene, Inc.





Guy Chamberland, Ph.D.

10:05 – 10:20


Wyeth Pharmaceuticals, Inc.





F. Owen Fields, Ph.D.

10:20 – 10:30


Nephros Therapeutics, Inc.





Zorina Pitkin, Ph.D., RAC

10:30 – 10:45


Carnegie Mellon University





Mark Hamblin

10:45 – 11:00


BREAK
11:00 – 11:20


National Electrical Manufacturers Association





Terry Sweeney

11:20 – 11:30


Medical Imaging Contrast Agent Association





Alan Kirschenbaum, Esq.

11:30 – 11:45


Hogan & Hartson, LLP





David Fox, Esq.

11:45 – 12:05


AdvaMed





Patricia B. Shrader, Esq.

12:05 – 12:20


Aventis Behring





Michael Gross, Ph.D.

12:20 – 1:20


Open Microphone Session

(Members of the audience may make further brief comments as time permits)

1:20 – 1:30


Closing Remarks and Adjournment

Notes: 

· Participants must be present by 11:00 a.m. to be sure to be heard in case the absence of participants advances the schedule.


· Docket for written and electronic comments (02N-0445) will remain open until January 24, 2003.  Written comments should be sent to the Dockets Management Branch (HFA-305), Food and Drug Administration, 5630 Fishers Lane, Room 1061, Rockville, MD 20852.  Electronic comments can be sent by e-mail to FDADockets@oc.fda.gov or on the Internet at http://www.accessdata.fda.gov/scripts/oc/dockets/commentdocket.cfm.


· Transcripts of the hearing will be available for review at the Dockets Management Branch (see address above) or on the Internet at http://www.fda.gov/ohrms/dockets.


