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Summary of Patient Disposition: ARPS 

Patienls Randomised 124 120 244 
Patienll 'lmlled 121 112 233 
Patients Completed 79 85.~ 74 66.1111 153 65.715 
Patients Withdrawn from APTS 42 34.7111 38 33.9'11 eo 34.315 

Patient Data Sets: 
Plllients with AEs: 

All Patients Randornsiscd Set (APRS) 124 120 244 
All Patients Treated Set (APTS) 121 112 233 
Full Analysis Set (PAS) 115 108 223 
Per Protocol Set (PPS) 104 91 195 

-
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Summary of Patient Demographics: APTS 

----
~ -- --_ -7-.- ___ --~-- - - - ·- - ' - ~~~ -··:-- ; ·- . . ~- . : . 

PATIENTS TREATED 121 112 233 

Patient Sex Male 31 25.6'11 29 25.9'11 60 25.ft 
Fe~~ale 90 74.4' 83 74." 173 74.~ 

Age N 121 112 233 
Mean 16 18 16 
Median 16 18 16 so 1 
Min 13 13 13 
llax 18 18 18 

Patiant Race caucasian 117 96.7'11 110 98.2'11 227 97.4'11 
All ian 3 2.5'11 0."' 4 1.1'11 
Other 0.8'11 0.6'11 2 0.9'11 

94404 ST06 12JVL200l '14:34:39 
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Baseline Haight, Weight and Body Mass Index (BMI): APTS 

P.O.TIENTS l11EI<T81 

SUbject HeiGht N 
llean 
lledian 
so 
llin 
llax 

SUbject Weight N 
!lean 
Median 
so 
111n 
llax 

SUbject Body llaaa Index (Bilaeline) " ...., 
lied ian 
so 
ll1n 
llax 

94404 S1V7 12JIJI.200J:J4:84:47 
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121 112 233 

119 111 230 
188 1119 168 
167 168 168 
a 9 8 

153 138 138 
196 199 199 

118 110 228 
63 82 63 
82 60 80 
14 12 13 
44 29 28 
118 100 118 

118 110 228 
22 22 22 
22 21 21 
4 4 4 
18 15 15 
38 38 39 
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Baseline Height, Weight and Body Mass Index (BMI): A~TS:Males 

•--~ • ' r:· ~ :~,1· • 

=-~=-- __ --:= ____ -~=--- . - ---- --·- - ,-~----~--- - - --~~1,.-~~~=- .- . --t-----~ 
PATitHTS TREATED 31 29 60 

Subject Height N 3D 29 58 
Mean 175 1n 178 
-ian 175 178 178 
so 9 9 9 
llin 153 160 153 
llu 198 189 199 

subjecT weight .. 3D 28 58 
lie an 88 70 69 
-ian 65 88 88 
so 16 13 14 
llin 4S 45 45 
llax 112 100 112 

Subject BOdy llaas Inde• (8aseline) II 3D 28 58 
lie an 22 22 22 
Median 21 21 21 
so s 4 4 
llin 17 17 17 
llax 35 36 36 

94404 ST08 1~001 :14:34:.52 
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Baseline Height, Weight and Body Mass Index (BMI): APTS:FemaJes 

------- - ------I-
' . 

~--=----~~~;-;_~~-----=-=.~-=-~~~~-~~-~-=- · -----~ -r-~--

1 ' - ··~----- -;:..=:;;=;J;.-.~- --~~~~.;;..":;~--.,;;:;.r...._ .. -....=.---.-.--.~~~ -r---r- _______....____ -
• . I. I I 

PATJENlS TREATED 90 &3 173 

Subject Height N 89 83 172 
II tan 188 188 1116 
lied ian 185 188 166 
Sll 8 6 6 
II in 153 136 136 
llax 180 179 180 

Subject W.ight N 88 62 170 
Mean 81 59 80 
lied ian 60 5e 59 
so 13 11 12 
llin 44 29 29 
llax 118 91 118 

Subject Body 11111 Index (Baseline) N 88 82 170 
Mean 22 21 22 
lied ian 22 21 21 
so 4 3 4 
llin 18 15 15 
llex 39 30 39 

94404 SJU9 12JUL200J:J4:34:57 



Withdrawals from Study by Primary Reason: APTS 

Patients Treated 121 112 233 
Patients Completed 79 65.3' 74 eS.1111 153 65.7111 
PalieniS Withdrawn rrom APTS 42 34. 7'4 38 33.9111 eo 34.3111 

Primlll)' Reason: 
Advene Bvent(s) 12 9.9111 9 e.~ 21 9.0'11 
Lack of efficacy 11 9.1111 18 16.1'11. 29 12.4'4 
Non- compliance with study medication 5 4.1111 1 0.9'4 e 2.6\ 
Protocol violation 1 0.8111 0.4111 
Withdrawal of consent 4 3.3'11 6 5.4\ 10 4.3'15 
Los! to follow up 3 2.5'4 2 1.8111 5 2. 1'4 
Administrative reason(s) 0.8111 1 0.4\ 
Other reason(s) 5 4.1111 2 1.8111 7 3.0111 

94404 ST04 l2JUL2001:14:34:26 
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Withdrawals from Study by All Reasons: APTS 

!'., • t.V.. . • ' ,,>:• • ' :: . , .. o' ·~;·• ' I -. r :~"·• • . ; •. •• •! "f. 

.. : . . : . . ' ... '. . -:-.... ----y-- .. ·. : . .-~. ·~~~ 
Pltienta Treated 121 112 233 
Pllienta Complet«< 79 85." 74 68.1111 153 86.~ 

Palients Withdrawn from APTS 42 34-~ 38 33.9111 80 34.3\ 

Reason: 
Adverse Bvcnt(s) 12 9.9\ 9 e.~ 21 9.0\ 
Lack of efficacy 20 18.5'11 25 22.3111 45 19.3'11 
Non- compliance with siUdy mediclllion 7 5.ft 2 1.8'11 9 3.9'1 
Protocol violation 0.~ 1 0.9'11 2 0.9'1; 
Wltlldniwal of consent 10 8.3'11 13 11.8111 23 9,9'1; 
Lost to follow up 4 3.3'11 2 1.8'11 6 2.6'11 
Administrative reason(s) 1 0.8'11 0.4'11 
Other reason(s) 10 a." 8 6.4% 18 8.9\ 

94404 sro5 J2JUL200J:J4:34:33 
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Patients Treated by VIsit: APTS 

, - ~· . . . : ~ .. ,, . :-~.J.:~(:' , ' . ' ,r.r:-·:·:. ·. ~ •, .. ~" ''. ' . , '\,,;' ,. • ,.,: t··t ·;.t; 
t ' ' •' •' ~' : •-1 '·~· • ' ".'''; 't~ <-,:~~ .. '1''''' ••• ~ .. I··.~~~~ • I ·~--~},J-ol!, •'~ , l • '.:. ~:: ·, ':.:.':~~._',,~~. 
Plllicnts Trealed 
Patients Completed 
Palients Withdrawn l'rom APTS 

Patients Allending at: 
Screening(Week 0) 
Visit :z (Baseline) 
Visit 3 (Week I) 
Visit 4 (Week 2) 
Visit S (Week 5) 
Visit 6 (Week 9} 
Visit 7 (Week 12) 

94404 ST03 12JUL200 1:14:34: J 9 

121 
79 
42 

121 
121 
116 
114 
106 

88 
83 

112 
65.3\ 74 
34. 7'e 38 

100\ 112 
100% 112 

95.9111 110 
94.2111 109 
87 .6'11 91 
72.~ 82 
88.6111 74 

233 
88.1\ 153 65.~ 

33.9111 80 34.:ft 

100\ 233 100\ 
100'1 233 100\ 

98.2'11 226 97.0'1 
97 .3'11 223 95.~ 

81.3\ 197 84.5\ 
73.2' 170 73.0% 
66.1\ 157 67.4\ 

MDL-FORP001 0499 
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Klddle-8ads Total Score (FAS) 
oomlnal visits data set 

CIT 0 115 
14 113 
35 109 
83 95 
84 63 

PBO 0 108 
14 107 
35 97 
63 83 
84 78 

' nominal visits 

94404 ETOl 12JUL2001:13:34:02 

32.47 
27.95 
25.22 
22.15 
19.81 

32.29 
27.87 
25.06 
21.87 
19.49 

5.01 32.00 19 46 
8.80 28.00 9 43 
7.73 25.00 9 47 
6.59 20.00 9 51 
8.43 18.00 9 48 

5.41 32.00 18 42 
6.18 28.00 13 46 
7.28 24.00 11 48 
7.79 21.00 9 44 
8.71 18.00 2 46 

MDL-FORP0010500 
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Klddle-8ads Total Score (FAS) 
nominal visits data set 

CIT 0 115 
14 115 
35 115 
63 113 
84 115 

PBO 0 108 
14 108 
35 108 
63 108 
84 108 

~ nominal visits 

94404 ET02 12./UL200l:l3:34:14 

32.47 
27.82 
25.35 
23.52 
22.41 

32.29 
27.89 
25.56 
23.71 
22.55 

5.01 32.00 19 48 
6.89 28.00 9 43 
7.119 25.00 9 47 
9.09 23.00 9 51 
9.41 21.00 9 48 

5.41 32.00 16 42 
6.15 28.00 13 46 
7.44 25.00 11 48 
8.64 23.00 9 46 
9.99 22.00 2 48 

MDL-FORP001 0501 



w 

CONFIDENTIAL 

MADRS Total Score (FAS) 
nominal visits data set 

CIT 0 
14 
35 
63 
84 

PBO 0 
14 
35 
83 
84 

• no•inal visits 

94404 ET04 J2JUL200J:l3:34:26 

96 29.56 
94 22.98 
93 20.86 
80 16.36 
71 13.77 

91 29.52 
90 23.83 
87 21.22 
77 17.48 
71 14.83 

5.50 29.00 18 49 
7.76 23.00 0 37 
9.98 21.00 0 48 

10.69 15.00 0 45 
9 •. 88 12.00 0 44 

5.94 30.00 9 43 
8.15 24.00 5 48 
9.48 21.00 0 46 

10.09 18.00 0 44 
11.05 12.00 0 48 

MDL-FORP0010502 
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MADRS Total Score (FAS) 
nominal visits data set 

' - ~ .· · . ; ~ .+'>I I • • •, , :. ' • · • ~ .... • • • ~ · • • ' ' I : •, • • . ~ · · • • • ~ • • ,,._ • 

CIT 0 96 29.55 5.50 29.00 18 49 
14 96 22.81 7.96 23.00 0 37 
35 96 20.90 10.11 21.00 0 46 
83 94 18.13 11.25 17.00 0 46 
84 96 16.80 11.09 15.50 0 46 

PBO 0 91 29.52 5.94 30.00 9 43 
14 91 23.73 8.15 24.00 5 46 
35 91 21.13 9.46 21.00 0 46 
83 91 18.91 11.13 18.00 0 46 
84 91 17.55 12.57 15.00 0 48 

I nominal visits 

94404 ET05 J2JUL200 1:13:34:32 
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Kiddie-Sads Total Score (PAS) 
nominal visllll data set 

28 35 42 49 56 63 70 77 84 
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MADRS Total Score (FAS) 
nomiul visits data set 

'1:>-. __ _ __ 
.... __ _ 

14 21 28 3S 42 49 56 63" 70 77 
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MADRS Total Score (FAS) 
nominal visiiS ..... set 

----------

21 28 3S 42 49 63 70 77 84 
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MADRS Total Score (FAS) 
visit windows dala set 

28 35 42 49 56 63 70 

...... CIT 

- PBO 

oc 

77 84 
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Treatment Difference of the Adjusted Mean Changes from Baseline In 
Klddle.SADS Total Score (FAS) 
(nominal vlslta data set) 

CIT 14 111 -5.87 ·0.14 o. 71 •1.53 1.28 0 .848 
35 109 -7.52 0.32 1.04 -1.74 2.38 0.762 
63 95 -9.99 0.17 1.23 -2.26 2.60 0.891 
84 83 -12.62 0.45 1.27 -2.07 2.97 0.723 

PBO 14 107 -6.53 
35 98 -7.83 
83 83 -10.15 
84 78 ·13.07 

f n~inal visit& oc 
Model: ANCOVA with treat .. nt and Centre aa factors 

and baseline score ae covariate 

944041!:1'07 12JUL200J:l4:03:20 
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Adjusted Mean Changes from Baseline in Kldd.SADS Total Scoie (PAS) 
(oollli1181 visill dall SCI) 

14 21 21 35 42 49 S6 63 

Trutment IIOIIJI OBOCJT ....-.-. PBO 
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Treatment Difference of the Adjusted Mean Changes from Baseline in 
Kiddie-SADS Tolal Score (PAS) 

(nominal •isils daca set) 

14 21 28 42 49 56 63 

T~Dtment groups 0 0 0 CIT-PBO 
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Treatment Difference of the Adjusted Mean Changes fr:om Baseline In 
Klddle.SADS Total Score at Primary Endpoint (FAS, OC) 
nominal visits data set -- " ... Ttl .. - . '(''" . y .~ ... · ' ' ...... .. . . i ._,;:::.• • • ' ' ' . • '.... • . 

' • • '• o I • - • . ~ ' . .. """ .. · . . . 
,· .. , . . .. · . . , ., . . _, _o_ ~· .. 

• . • .. . ,_ ,J •II', ..... __ , . : :. - , •. ,. . .··' .• ., I, . .. , I ..•. • . ' .. . . . . 

CIT 115 -10.83 -0.22 

PBO 108 ·10.80 

Model: ANCOVA with treatment and Centre aa factors 
and baseline score as covariate 

94404 ET08 12JUL2001:14:25:16 

1.22 •2.64 2.19 0.854 
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Treatment Difference of the Adjusted Mean Changes from Baseline In 
Klddle-8ADS Total Score at Primary Endpoint (FAS, LOCF) 
nominal visits data set 

CIT 112 -11.19 -0.39 

P80 107 -10.80 

Model: ANCOVA with·treatment and Centre as factors 
and baseline score as covariate 

944Q4 ET09 12JUL2001:14:25:28 

1.23 -2.81 2.03 0.751 

MDL-FORP0010512 
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Treatment Difference of the Adjusted Mean Changes from Baseline In 
MADRS Total Score (FAS) 
(nominal visits data set) 

CIT 14 92 -7.03 -0.55 1.02 -2.65 1.46 0.591 
35 93 -8.61 -0.30 1.50 -3.26 2.86 0,842 
63 80 -12.99 -1.59 1. 70 -4.95 1.77 0.351 
84 71 -15.93 -0.74 1. 73 -4.17 2,68 0.867 

PBO 14 90 -6.48 
35 88 -8.31 
63 77 -11.40 
84 71 -115.18 

~ nominal visits oc 
Uodel: ANCOVA with treatment and Centre as factors 

and baseline score as covariate 

94404ET10 12JUL2001:14:33:27 
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Adjusted Mean Ch1111gcs from BaseUne in MADRS Total Score (PAS) 
(nominal visits dala set) 

14 21 28 35 42 63 

Treallllenl group BBBCIT 
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Treatment Difference of the Adjusted Mean Changes from Baseline In 
MADRS Total Score at Primary Endpoint (FAS, OC) 
nominal visits data set 

CIT -13.40 -0.86 

PBO 91 -12.75 

Model: ANCOVA with treatMent and Centre aa factora 
and baseline score as covariate 

94404 ETJ J 12JUL2001:14:33:46 

1.89 ·3.99 2.88 0.899 
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Treatment Difference of the Adjusted- Mean Changes from Baseline in 
MADRS Total Score at Primary Endpoint (FAS, LOCF) 
nominal visits data set 

CIT 93 -13.89 -0.99 1.70 

P80 90 -12.90 

Model: ANCOVA with treatment and Centre as factors 
and baseline score as covariate 

_94404ET1212JUL2001:14:83:57 

-4.34 2.36 0.560 
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