Assessed for eligibility: N =377
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Screening failures: N = 161
Reason: did not fulfil one or more inclusion criteria

Randomized: N = 216

Overall analysis (N = 216)
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Discarded from the subanalysis: N = 82
N = 44: p16/Ki-67 negative or not performed
N = 38: not ASC-US or LSIL at screening

ASC-US, LSIL (p16/Ki-67 dual-stain positive) subgroup analysis N = 134

Treatment Group: N =57
Vaginal gel 5 ml/day

Total drop-outs: N = 2

1 Patient withdraw on request;
1 Lost to follow up

Treatment Group (ITT):
N =55
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Figure S1: CONSORT Flow Diagram of patients included in the

study ITT: Intention-To-Treat Population



