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Table SIV. Summary of adverse events (AE) (safety population)

Test 
cream 
(n = 87) 
n (%)

Reference 
cream 
(n = 85) 
n (%)

Total  
(n = 172) 
n (%)

Patients 87 (100) 85 (100) 172 (100)
Unique adverse eventsa 83 75 158
Adverse events 102 90 192
Patients with at least 1 adverse event 48 (55) 44 (52) 92 (53)
Unique serious adverse eventsa 0 1 1
Serious adverse events 0 1 1
Patients with at least 1 serious adverse event 0 1 (1) 1 (1)
Unique related adverse eventsa 6 6 12
Related adverse events 6 6 12
Patients with at least 1 related adverse event 5 (6) 5 (6) 10 (6)
Patients with at least 1 adverse event leading to discontinuation of study drug 3 (3) 5 (6) 8 (5)
aUnique adverse event: events with the same preferred term are counted only once within each patient.
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