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0% | e . )
w PP3M PP6M
& 1 Nurber assessed 74 178
= Number censored (%) 213(95.1%) 442 (92.5%)
§ , Number of relapse (%) 1 (4.9%) 36 (7.5%)
;% O End of 12 Months (day 365 (DB))
é Percentage relapse free 98 919
§ 59, | Difference (PPOM-PP3M) 29
& 95% Cl (68, 1.1)
Treatment
—PP3M
0% 1 --prou

0 28 % 8 112 140 168 196 224 252 280 308 336 364 392 420 448

Time (days) Since Randomization

Number of Subjects Remaining
PP3M 224 223 221 219 215 211 205 200 196 193 193 193 193160 1 0 0

PP6M 478 471 465 457 447 440 436 417 408 404 403 399393328 1 1 0

Cumulative Number of Subjects with Relapse
PPBM 0 0 0 1 2 3 6 &8 8 10 10 10 10 11 11 11 11

PPGM 0 3 8 11 13 18 20 25 27 29 29 29 32 35 36 36 36
FIG. 2
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Paliperidone Concentration (ng/mL)
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511

75- Ordl

Median time to relapse
0411 5Days
254
15
0
75 PPIM

Median time to relapse
04,  172Days
25 ;
75 —
0
754 PP3M

Median time to relapse

50+ | 39 Days
25-/\\
19

0 —
75+ PPGM
- Median time to relapse

Not detemined

257

0 6 12 18 2 30 36

Time since last SS injection (months)

FIG. 5
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Mean Change Body Weight

o

0.5

WO 2022/111859 PCT/EP2021/062147
10111
Double Blind Dose
PP3M (N=224) [1PPEM (N=478)
142

Lot 1 15

0.1
028 0
0,53
NORMAL <25 OVERWEIGHT 25<30 OBESE >=30

Classification of Body Weight (BMI)
FIG. 10
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