Bleeding Patterns with a 1-Year, Segesterone Acetate/Ethinyl Estradiol Contraceptive Vaginal System
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Introduction

« We used multiple logistic regression to examine associations between the

Figure 1. Participants with any scheduled B/S

Table 3. Associations between participants’ characteristics and unscheduled
B/S episodes in the four first cycles of SA/EE CVS use
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. . . . .  Discontinuation rate due to unacceptable bleeding (1.7%) was very low
 Participants recorded daily vaginal bleeding and spotting for each 28-day

cycle in paper diaries (Table 1)

Scheduled Bleeding Demographic Factors Associated with Bleeding * Further research into associations between demographics and bleeding is

- Ethnicity and race were significantly associated with unscheduled B/S warranted
(Table 3)

Compared with white women, black/African-American women were
more likely to report unscheduled/spotting (OR 1.49; 95% Cl,
1.14-1.94)

* Age and BMI did not influence bleeding patterns

« 97.9% of women had scheduled B/S during the 7-day out period in 21 cycle

during the 13 cycles of CVS use (Figure 1) * The bleeding profiles experienced by women using the SA/EE CVS may

provide appropriate guidance for clinicians who counsel women about their
expectations with contraceptive options, as well as provide reassuring
information for prospective users

Table 1. Bleeding criteria used by subjects and investigators in SA/EE CVS

phase 3 trials * Overall mean £ SD number of scheduled B/S days was 4.9 + 1.1 and

bleeding-only days was 3.3 £ 1.0

: Description
None No bleeding or spotting

« Absence of scheduled B/S was 5% to 8% of women/cycle
Disclosures

Spotting Small amount of bloody discharge not requiring sanitary

Unscheduled Bleeding

protection « ALN consults for or is on the advisory board of Agile Therapeutics, AMAG, Bayer Healthcare,
Sanitary protection used « 29.3% of women experienced 21 episode of unscheduled bleeding ContraMed/Sebela, Cooper Surgical, Merck, and Pharmanest; received research support from
Estetra, EvoFem, FHI (MonaLisa), and Mathra; and has served on the speaker’s bureau of
Agile Therapeutics, Avion, Bayer Healthcare, Cooper Surgical, and Merck. CSV served/serves
on advisory boards and/or as ad hoc lecturer for Bayer Healthcare and Merck. ISF has acted
as a Consultant for, chaired Advisory Boards for, given lectures for and received honoraria
from Bayer Healthcare, Daiichi Sankyo, Merck (MSD), and Vifor Pharma. AEB received

Normal bleeding*

Heavy bleeding* Bleeding more than usual during a woman’s regular menses

Bleeding categories for analysis

Scheduled B/S (ie, withdrawal bleeding)  Any B/S during the CVS-out period (days 22 to 28 of each cycle),
which could have continued uninterrupted into days 1 to 4 of

5.4% to 10.0% reported unscheduled bleeding in any cycle (Figure 2) References
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* 56.3% of women experienced 21 episode of unscheduled B/S
13.2% to 21.7% reported unscheduled B/S in any cycle (Figure 2)

* For women with unscheduled B/S, overall mean = SD of unscheduled B/S
days were 3.9 * 2.8 and bleeding-only days of 3.3 £ 2.0

the next cycle

Unscheduled B/S Any B/S while using the CVS (days 1 to 21 of the cycle)t

Amenorrhea No scheduled or unscheduled B/S at any time during 13 cycles

*Normal and heavy bleeding were analyzed together as one group; tWith the exception of B/S reported during days 1 to 7 of the first
cycle of CVS insertion or withdrawal bleeding that continued into days 1 to 4 in subsequent cycles.

* 44 (0.9%) participants reported complete amenorrhea during any cycle (ie,
no B/S at any time); 2.6% to 4.9% reported amenorrhea per each cycle
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