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ABSTRACT

Context: Extended regimens (ERs) are increasing in popularity. Although

women using ERs experience only 4 scheduled withdrawal bleeds per year that, on average, some
women may experience even less scheduled bleeding and others unscheduled bleeding. Obijective: to
evaluate changes in scheduled and unscheduled bleeding over time with Seasonique®, a 91-day ER
combined oral contraceptive: 30 mcg ethinylestradiol (EE)/150 mcg levonorgestrel (LNG) for 84 days
and EE 10 mcg for 7 days instead of the traditional hormone free interval.

Methods: We conducted a post-hoc analysis of a multicenter, open-label, 1-year, phase 3 study of
Seasonique® in sexually active, adult women aged 18 to 40 years. All women completed daily electronic
diaries to record bleeding

episodes. Bleeding/spotting was considered scheduled if it occurred on Cycle Days 85 to 91 and
unscheduled if it occurred on Cycle Days 1 to 84. Bleeding was defined as vaginal blood loss requiring
sanitary protection; spotting did not require sanitary protection. Results: Seven hundred fifty-eight
women completed at least 1 cycle. Among them, there was a 13% increase in the likelihood of reporting
no scheduled bleeding for each additional cycle completed (odds ratio [OR]=1.131; 95% confidence
interval [CI]: 1.025-1.249). By Cycle 4, 18% of women reported no scheduled bleeding. There was also a
63%

increase in the likelihood of reporting 0 to maximum 6 days of unscheduled bleeding per cycle
(OR=1.634; 95% CI: 1.486-1.796). The most rapid

decrease in unscheduled bleeding occurred between Cycles 1 and 2.

Conclusion: The incidence and duration of bleeding decreased over time with this ER. Nearly 1 in 5
women reported no scheduled bleeding in Cycle 4. By Cycle 2, >80% of women reported no or ?6 days
of unscheduled bleeding during

each 3-month cycle. Women should be counseled that after the

1st cycle they will likely bleed less.
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