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Table S9.1  Duration of Exposure
Safety population; double-blind period only

Treatment Group
Subjects Exposure on treatment

Randomized Dosed, n (%) Mean, weeks (SD) Median (min-max)
Total, 

patient-weeks

Placebo 42 42 (100) 16.2 (4.1) 17.1 (2.9-22.4) 680
Drug X 50 mg 22 22 (100) 15.8 (4.6) 16.8 (2.1-22.2) 348
Drug X 100 mg 22 22 (100) 16.4 (4.0) 17.5 (3.4-22.6) 361
Total 86 86 (100) 16.1 (4.2) 17.1 (2.1-22.6) 1389

Time on randomized treatment from first dose to last dose or discontinuation, whichever came first; dose interruptions are included.

Table S9.2  Summary of Discontinuations
First reason recorded per subject

Reason for discontinuation

Treatment Arm

Placebo (N = 42) Drug X 50 mg (N = 22) Drug X 100 mg (N = 22) Total (N = 86)

n (%) n (%) n (%) n (%)

Any reason 9 (21.4%) 5 (22.7%) 6 (27.3%) 20 (23.3%)
Adverse event 2 (4.8%) 3 (13.6%) 4 (18.2%) 9 (10.5%)
Withdrawal of consent 4 (9.5%) 1 (4.5%) 1 (4.5%) 6 (7.0%)
Lost to follow-up 3 (7.1%) 1 (4.5%) 0 (0.0%) 4 (4.7%)
Lack of efficacy 0 (0.0%) 0 (0.0%) 0 (0.0%) 0 (0.0%)
Investigator decision 0 (0.0%) 0 (0.0%) 1 (4.5%) 1 (1.2%)
Protocol deviation 0 (0.0%) 0 (0.0%) 0 (0.0%) 0 (0.0%)
Other 0 (0.0%) 0 (0.0%) 0 (0.0%) 0 (0.0%)

Subjects discontinuing for an adverse event are not re-counted under subsequent reasons; the reason rows cross-foot to the 'Any reason' total.
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