
March 8, 2006

Thomas P. Laughren, M.D., Director
Division of Psychiatry Products

Center for Drug Evaluation and Research

Office of Drug Evaluation I

Food and Drug Administration
5901-B Ammendale Road

Beltsville, MD 20705-1266

gsk
GlaxoSmithKline

GlaxoSmithKline

PO Box 13398

Five Moore Drive

Research Triangle Park

North Carolina 27709-3398

Tel. 919 483 2100

www.gsk.com

Re: NDA 20-031; РАXIL® (paroxetine hydrochloride) Tablets
NDA 20-936; PAXIL CRTM (paroxetine hydrochloride) Controlled-Release Tablets for
Treatment of Depression

NDA 20-982; PAXIL CRTM (paroxetine hydrochloride) Controlled-Release Tablets for

Treatment of Panic Disorder

NDA 20-885; PAXIL® (paroxetine hydrochloride) Capsules
NDA 20-710; PAXIL® (paroxetine bydrochloride) Oral Suspension
General Correspondence: Briefing Document, Clinical, Meeting Request, Statistical
Results from Suicidality Analysis of Adult MDD Paroxetine Clinical Studies

Dear Dr. Laughren:

Reference is made to our approved New Drug Application for Paxil® (paroxetine
hydrochloride) Tablets, NDA 20-031. Reference is also made to the Agency's letter dated
December 24, 2004, requesting that GlaxoSmithKline (GSK) provide specified patient-
level data from all acute, double-blind, randomized placebo-controlled studies in adult

Major Depressive Disorder (MDD) patients treated with paroxetine to support a

suicidality analysis of antidepressants in adults. Further reference is made to GSK's

subsequent submissions of datasets for MDD trials on September 16, 2005, for non-MDD

trials on December 23, 2005 as well as amended datasets for MDD trials on December

23, 2005. In the amended submission of December 23, 2005, we informed the Agency
about our plans to perform analyses on the paroxetine adult suicidality datasets and

included a copy of the statistical analysis plan for the Agency's information and requested
Agency comments.

GSK has recently completed the first portion of a comprehensive meta-analysis to
evaluate the risk of suicidality in adult patients treated with paroxetine in placebo-

controlled clinical trials. In this submission, we are providing the results of the first

portion of this meta-analysis, which is of trials of patients with MDD. The data are being
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