FOOD AND DRUG ADMINISTRATION

CENTER FOR BIOLOGICS EVALUATION AND RESEARCH
VACCINES AND RELATED BIOLOGICAL PRODUCTS ADVISORY COMMITTEE

May 21, 2002

Hilton Hotel, 8727 Colesville Road, Silver Spring, Maryland

DRAFT AGENDA  (revised on 4/26/02)
Tuesday, May 21, 2002

8:30 am
Call to Order,





Dr. Robert S. Daum, Chair

Administrative Matters




Dr. Jody Sachs, FDA
8:45 am
Session 1 - OPEN SESSION


Prevnar( for Acute Otitis Media (AOM) Indication



Prevnar Update:

8:45
Efficacy and Safety 2-years Following Introduction
Dr. Steven Black, NCKP

9:05
Sponsor’s AOM Presentation





9:05
Introduction




Dr. George Siber, Wyeth

9:15
AOM efficacy data from FinOM Trial

Dr. Terhi Kilpi, KTL, Finland

9:45
AOM efficacy data from Kaiser Trial

Dr. Steven Black, NCKP

10:05
Summary Medical Impact of Prevnar on AOM
Dr. George Siber, Wyeth

10:25

Break

10:35
FDA Presentation




Dr. Douglas Pratt, FDA



12:20
Questions and Answers

Responding to Clinical Issues

Dr. Douglas Pratt, FDA





Responding to Statistical Issues

Dr. Jingyee Kou, FDA

12:30 pm
Lunch

1:15
Open Public Hearing for Session 1

1:45
AOM Options Presented



Dr. Douglas Pratt, FDA

Committee Discussion and Recommendations

3:20

Break

3:30
Committee Update- OPEN SESSION
GSK-Lyme Disease Vaccine (LYMErix()

Dr. Patricia Rohan, FDA

4:00
Open Public Hearing for Committee Update

4:30
Closing Remarks

4:30 

Adjourn for the Day

