A Multi-center Double-blind Placebo Controlled Study of Paroxetine and

Paroxetine Study 329

Imipramine in Adolescents with Unipolar Major Depression

Top Line Results
Paroxetine Imipramine Placebo Paroxetine vs
20 - 40 mg/day . 200-300 mg/day Placebo
; Comparisons
Entered 93 95 87
Mean Age 14.8 14.9 15.1 .
Female 62% 59% 66% .
Baseline HAMD 19.0 + 0.43 18.1 + 043 19.0 +0.44 p = 0985
Baseline K-SADS 28.2 +0.52 27.54 + 0.51 28.8 + 0.52 p =0.399
% Complete 8 wk 68.8% 55.8% 66.7% .
% Withdrawn AE 10.8% 31.6% 6.9% £
% Withdrawn LOE 54% 5.3% 14.9% p =0.043
AHAMD _ : '
Endpoint -10.7 8.9 9.1
Completers =122 -10.6 -10.5
.~ | % Reponders * P
457 | g 1%\ 59% 55%
7 U782 Completers Cae 73% 65%
"~ <4 | %in Remission ** _ o
e Endpoint 3% 50% 46%
¢ |__Compieters 76% 64% 58%
AK-SADS R a2 :
~ Endpoint -11.7 9.6 9.6
Completers -12.0 -10.7 -10.8
Global :
Endpoint 2.4 2.7 2.7 p =0.094
__Completers 1.9 22 24 p=0.030
Depression Item
Baseline 3.0 (0.08) 2.8 (0.08) 2.9 (0.08) p=0227
—>|  Endpoint -2.0(0.14) -1.62 (0.18) -1.33(0.17) p = 0.001
Completers -2.21 (0.7) -1.76 (0.14) -1.54 (0.14) p = 0.003
* score of 8 or less or 50% reduction from baseline in HAMD
** score of 8 or less.in HAMD /,3'_5; 2
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