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Item 8.01. Other Events

On May 4, 2019, the Company presented an ePoster of combined safety data from the three Phase 3 studies of Twirla® (AG200-15), an investigational, once weekly, low-dose hormonal contraceptive patch, at the 2019
Annual Clinical and Scientific Meeting of the American Congress of Obstetricians and Gynecologists (ACOG) that was held from May 3 through May 6, 2019 in Nashville Tennessee. Lead author Dr. Anita Nelson, MD,
Professor and Chair of Obstetrics and Gynecology, Western University of Health Sciences presented the poster titled, “Safety of AG200-15, an Investigational Transdermal Patch, in Three Phase 3 Studies.”

A copy of Agile’s poster is attached hereto as Exhibit 99.1 and is hereby incorporated by reference herein.
Item 9.01.  Financial Statements and Exhibits.
(d) Exhibits.

Exhibit
Number Description

99.1 Agile Therapeutics, Inc. Poster Presentation.
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Safety of AG200-15, an Investigational Transdermal
Patch, in Three Phase 3 Studies
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INTRODUCTION RESULTS

» AG200-15  (Twila®) (s a low-dose transdermal
spwe d:lwery system under investigation as a
patch (Figure 1}
- A 28-day c;.'cle consists of consecutive adminisiration of
three 7-day patches followed by T days without treatment
«We report the safety from three Phase 3 studies - the
SECURE (ATI-CL23) study, ATI-CL12, and ATI-CL12

Figure 1. of the AG200-15 C
Patch {Not drawn to scale]
]t v |
R T
AlIM
+To present the safety and toleabiity profie of the
bined hermonal patch,

AG200-15, in women of child bearing potential

STUDY DESIGN, MATERIAL,
& METHODS

<SECURE (Study lo Evaluste Contraception LUse,
Reliability, and Effectiveness) was a single-am,
13-cycle, opendabel study conducted in 2014-2016

= ATI-CL12 {13-cycles) and ATI-CL13 (B-cycles) were epen-
label,

contraceptives  (OC)) safety and efficacy studlas
conducted In 2010-2011

* All study sites were in the U.S.

- Treatment-emergent adverse events (TEAEs) were
evaluated and defined as adverse events that eccurred
from start of treatment to the day after the last patch was
removed

- Hormene-related adverse reactions were evaluated by
the investigators and defined as reactions likely caused
by combination hormanal contraception

Adile

THERAPEUTICS

+ Across all three Phase 3 studies 6,556 subjects were screened and
3611 were enrolled; ATI-CL23 accounted for over half of these
subjects (Table 1)

+ Overall the mean age was 27.0, mean BMI was 27.9 (151 kaim® to
63.0 ko/im?), 35.1% were obese (BMI =30 kg/m'), €9.4% were White,
23% were Black or African American, and 18.3% were Hispanic or
Latino

+ The safety population includes subjects who wore at least one patch
for any tength of time. Appraximately half of the subjects who wore at
least one patch completed the studies

« The most common reasons for discontinuation of study drug were
subject decision, lost to follow-up and adverse events

+The percentage of subjects lost to follow-up was lower in ATI-CL2Z

than in previous Phase 3 studies (ATI-CL12/13) combaned
Table 1. Phase 3 Studies Subject Disposition
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+ An overall summary of TEAEs for subjects who wore the AGZ00-15
patch in the three Phase 3 studies is provided in (Table 2)

« There were no deaths among subjects who wore the patch

« Fewer than 2% of subjects had an SAE, and iunnmmalely 1% had
TEAEs i study dineg di

- The percentages of subjects with any TEAE, SAE, and TEAE resulting
in study drug discontinuation in ATI-CL23 were comparable to those
seen in the previous Phase 3 studies (ATI-CL12/13)

Table 2. Phase 3 Studies Summary of Treatment Emergent Adverse
Events
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*Common TEAEs {ie., those reported in at least 2% of subjects are
summarized in (Table 3)

- Qwerall ne individual TEAE was repented in = 6.0% of subjects

«In ATI-CL23, itis and upper respi tract infection wera the
two mest frequently reported TEAEs. in ATICL12113, nasopharyngitis and
nausea wers the two TEAES most frequently reported
«Among the observed TEAEs, nausea, headache, cervical dysplasia,
dysmenomrhea, and increase weight were considered potentially hormone-
related TEAEs

Table 3. Phase 3 Studies Incidence of Mest Common Treatment
Emergent Adverse Events (2 2%)
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Exhibit 99.1

Table 4. Phase 3 Studies Potentially Hormone-Related TEAEs and
Application Site Disorder Adverse Events (2 2% of Subjects) (N=3481)

Drug Related
Prefarred Term Severs TEAE TEAE
TR0 SSOEN  SII5E% 108N 163 (5.3%)
Hazen WEEEN  S@I% 103 E0% 2 26 (0a%)
Hesdache RSN RO SR o 12 03%)
Dysmencntea TIRIN  BNIN) | S6(1EW) o 10 10:3%)
gt Increased TR0 2(01%) 38(1.7%) L 0%
Aephcaion S8
Disorder* WIETH | MOTR 5N ] 125 @6%]
AgpRcaton sty
rmhaton BETRN)  BODN) BB o 52 (1.5%)
* 4 bundie of tems coded usng LAedDRA vesion 181
der TEAE most frequerty repx subjects

« Across all studies, 56 (1.6%) subjects reportad SAEs
* Harmone related SAEs oceurring in 19 subjects included uueuhlam ),
deep ven wenous (4), pul a3h
cholecystitis (3), major depression (3), suicidal ideation :2;. suicide attempt
{1). necrotizing pancraatitis (1), voriting (1)
- There were six women with venous thromboemboalic events, five had
baseline BMI 2 30 kg/m* and weight > 200 bs
- There were six women with cholelithiasis er cholecystitis, all had
baseline BMI 2 35 kg/m? and weight > 210 Ibs.

CONCLUSION

= AG200-15 was generally well-tolerated and had an overall favorable safety

* The most-frequent hormone-related adverse events, none of which were
expenenced by more than 5% of subjects, were generally in fine with
adverse ovents cbserved in approved low dose combined hormanal

+ Overall, patch-related skin ritation was Infrequent and was mild in severity
+Berious potentially hormonerelated adverse events occurred in a
population of women at higher baselne risk for these events (VTE and
gallbladder disease)
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+ Overaldl 726 (20.9%) had TEAEs i i lated

(Table 4}
« A total of 15.6% had a hormone-related TEAES that ware . drug-

related, 1.6% had a homone-related severe TEAEs, 0.6% had a hormone
related SAEs, and 5.3% had a hormone-related TEAEs that resulied in
discontinuation of the study drug

+ Application site skin imtation was the most frequently reported apphication site
diserder and the application site diserder TEAE mast frequently leading to
discontinuation of study drug

+ Subjects rated patch site skin imitation on a 4-point scale (0 = none. 1 = mild,
2 =moderate, 4 = severa)

« Across the safety population, for Cycles 1-13 combined, the subject-reported
mean skin iritation score was 1.3
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