Anti-Infective Drugs Advisory Committee

Food and Drug Administration

 Center for Drug Evaluation and Research

Holiday Inn, The Ballrooms

2 Montgomery Ave., Gaithersburg, MD. 20879
New Drug Applications (NDA) 50-755
for Augmentin ES™ (amoxicillin/clavulanate), GlaxoSmithKline

Agenda - January 30, 2001

 8:00
Call to Order, Introductions
L. Barth Reller, M.D., Chair

 8:05
Meeting Statement 


Thomas H. Perez, M.P.H., Executive Secretary
 8:10
Welcome and Introduction
 
Dianne Murphy, M.D., Director, ODE IV
 8:15
AOM Trial Design


Janice Soreth, M.D., Acting Director,

  Division of Anti-Infective Drug Products
 8:25
Overview of AOM due to penicillin resistant S. pneumoniae
Scott Giebink, M.D.
 8:45
GlaxoSmithKline Presentation:


Background/Overview





David Cocchetto, Ph.D.

PK/PD of Antibiotics in Otitis Media



William Craig, M.D.
Relevant Endpoint Analysis for Efficacy


Colin Marchant, M.D.
Augmentin ES Bacteriological & Clinical Efficacy in AOM
Brian Wynne, M.D.
Role of Augmentin ES in Treating AOM


George McCracken, M.D.

10:15
Break
10:30
Question and Answer Session
11:10
Lunch

12:15
Open Public Hearing

 1:15
FDA Presentation:


Augmentin ES for the treatment of Acute Otitis Media
Dr. Mamodikoe Makhene


Augmentin Suspension – Summary of PK/PD Data

Dr. He Sun


Question and Answer Session

 2:35
Break

 2:50    FDA Breakpoint Presentation



Dr. Sousan Altaie

 3:10
Question and Answer Session

 3:20    Discussion of Questions and Vote

 5:50
Adjourn

Consultants and Guests

Keith A. Rodvold, Pharm.D., Professor, Dept. of Pharmacy Practice, University of Illinois at Chicago

Robert L. Danner, M.D., Critical Care Medicine Department, National Institutes of Health

G. Scott Giebink, M.D., Dept. of Pediatrics, University of Minnesota Medical School

Richard E. Besser, M.D., Respiratory Diseases Branch, Centers for Disease Control & Prevention

Jose A. Vazquez, M.D., Division of Infectious Diseases, Harper Hospital

Gary V. Doern, Ph.D., Director, University of Iowa Hospital, University of Iowa College of Medicine

Christopher Harrison, M.D., Department of Pediatrics, University of Louisville

Steve Ebert, Pharm.D., Department of Pharmacy, Meriter Hospital 

