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Enrollment
Excluded: N=32
Screened * Did not meet inclusion criteria: 4
N=149  Did not meet exclusion criteria: 23
l e Withdrew or LTFU: 5
Randomized for DB period
N=117
[
DB
N=117
Placebo DB Dutasteride DB
N=59 entered / n=57 completed N=58 entered / n=52 completed
Early withdrawal DB: n=2 (3%) Early withdrawal DB: n=6 (10%)
» Withdrew consent: 2 * Protocol deviation: 1
* Withdrew consent: 5
Chose not to enter OL: n=8 OL Chose not to enter OL: n=4

N=97 (83%)

A4

A4

Dutasteride OL (Placebo DB)

N=49 entered / n=44 completed N=

Dutasteride OL (and DB)
48 entered / n=47 completed

!

Early withdrawal OL: n=5 (8%)
» Withdrew consent: 3

!

Early withdrawal OL: n=1 (2%)
» Withdrew consent: 1

* LTFU: 2 FU

N=5 (4%)

TFU
Placebo DB-dutasteride OL

N=3 entered / n=2 completed N=2 entered / n=2 completed

TFU
Dutasteride DB-OL

VAN
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Completed the study
Placebo DB-dutasteride OL
N=42 (71%)

Completed the study
Dutasteride DB-OL
N=45 (78%)
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