Fiona-1 Study

Study Highlights

Principal Investigator: Dr. Jagruti Desai

Fiona-1 is an open-label, post-marketing, single-arm, clinical
registry to evaluate safety, tolerance, and performance of Fiona™
Levonorgestrel — Releasing Intrauterine System

Study enrolled a total of 309 subjects at 21 sites across India

Safety, efficacy and PK endpoints will be evaluated till 5 years



+ Study Design

An open-label, post-marketing, clinical registry
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Clinical follow-up at 1 month, 3 months, 6 months, 1 year, 2
years, 3 years, 4 years and 5 years
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Figure 1: Kaplan—Meier survival curve of IUD continuation

Mean plasma LNG concentrations with controlled release
of 20 pg/day
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Figure 2: Mean plasma LNG concentrations at 1 and 6 months follow-up




Figure 3: Safety and Efficacy outcomes
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