Agenda:  Friday,  October 8, 1999

Psychopharmacologic Drugs Advisory Committee

Food and Drug Administration

Holiday Inn, Bethesda, Maryland
8:00
Call to Order, Introductions

Carole Tamminga, M.D., Chair, PDAC


Conflict of Interest Statement
Sandra Titus, Ph.D., Executive Secretary, PDAC

Welcome

Russell Katz, M.D., Acting Director, Neuropharmacological Drug Products

Consideration of NDA 19-839 (S), Zoloft® (sertraline hydrocholoride) Pfizer

Proposed indication:  Treatment of Posttraumatic Stress Disorder

8:15
FDA Overview of Issues

Thomas Laughren, M.D., Acting Deputy Director, Neuropharmacological Drug Products

8:30
Pfizer Presentations 


Introduction 

Gary Ryan Ph.D., Group Director Clinical, Pfizer

Overview of PTSD 

Charles Marmar M.D., University of California, V.A. Medical Center, S.F.

PTSD Clinical Program/Efficacy and Safety Presentation 

Gail Farfel, Ph.D., Sr. Associate Director, Pfizer


10:00
Break

10:15 FDA Presentation

Statistical Review 
David Smith, Ph.D., Statistical Reviewer, Office of Biostatistics

11:30
Questions from Advisory Committee to Pfizer and to FDA

12:00
Lunch

1:00
Open Public Hearing


Sidran Foundation


Anxiety Disorders Association of America


International Society for Traumatic Stress

2:00 – 4:30 Continued Committee Discussion and Deliberation

