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all dose levels

Assessed for
eligibility (n=89)

Randomized (n=41)

Excluded subjects (n=48)
Due to rescreening, there were n*=70 screen
failure events consisting of;
 Not meeting inclusion criteria (n*=35)
 Withdrew consent (n*=8)
 Reserve, not used (n*=15)
 Outside of permitted screening window (n*=3)
 Other (n*=9)

Allocated to intervention (n=31)
 Received allocated intervention (n=30)
 Did not receive allocated intervention
 (investigator withdrew subject) (n=1)

Allocated to intervention (n=10)
 Received allocated intervention (n=10)
 Did not receive allocated intervention
 (n=0)

Lost to follow-up (n=0)
Discontinued intervention (n=0)

Lost to follow-up (n=0)
Discontinued intervention (n=0)

Follow-up

Allocation

Analysed (n=30)
Excluded from analysis
(not dosed, subject withdrawn) (n=1)

Analysed (n=10)
Excluded from analysis (n=0)

n*=number of screen failure events (subjects failing screening could be rescreened, therefore n* [screen failure events] exceeds n [subjects]. Subjects were only randomized once).

Analysis


