TABLE 2
TREATMENT-EMERGENT ADVERSE EVENTS: INCIDENCE IN
PLACEBO-CONTROLLED CLINICAL TRIALS
Percentage of Patients Reporting Event
Major Depressive Disorder/Other*, OCD, Panic Disorder, PTSD, PMDD and Social

Anxiety Disarder combined

Body System/Adverse Event=* ZOLOFT Placebo
(N=2790)H (N=23041H
B | R
Autonomic Nervous System DisordersH H ]
Ejaculation Failure VB 148 18
Mouth Dry#E 14H SE
Sweating Increased TH 2R
Centr. & Periph. Nerv. System Disordersf ] B
Somnolencel] 13 7H
Dizzinessfl 120 7H
Headachefl 250 23H
Paresthesiall 2E 18
Tremorf SE 2B
Disorders of Skin and Appendages# H B
RashH 3 2B
Gastrointestinal Disordersf ) B
Anorexial 6H 2R
ConstipationB 68 48
Diarthea/Loose StoolsE 208 108
Dryspepsiall ] 4B
Wauseal 25 118
Veomiting 46 2H
Generall ] B
FatigueH 120 7H
Psychiatric DisordersH ] K
Apgitationf SH 3R
AnxietvE 4H 3R
Insomniafd 210 118
Libido DecreasedB 6 2H
Nervousnessi SH 4B
Special SensesH
Vision Abnormalfl 3E 2

':]:'anm‘jl;.-' ejaculatory delay. Denomunator vsed was for male patients only (IN=1118 ZOLOFT; N=926 placebo).
*Major depressive disorder and other premarketing controlled trials.

**Included are events reported by at least 2% of patients taking ZOLOFT except the following events, which had
an incidence on placebo greater than or equal to ZOLOFT: abdominal pain, back pain, flatulence, malaise, pain,
pharyngitis, respiratory disorder, upper respiratory tract infection.



