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Item 8.01. Other Events.

Agile Therapeutics, Inc. (“Agile”) a women’s healthcare company, has had a poster presentation of additional results from the Phase 3 SECURE study of AG200-15 (Twirla®), an investigational, once weekly, low-dose hormonal
contraceptive patch accepted at the 2018 Annual Clinical and Scientific Meeting of the American Congress of Obstetricans and Gynecologists (ACOG) being held April 27® through April 30", 2018 in Austin, Texas. Dr. Anita Nelson,
MD, Professor and Chair, Obstetrics and Gyencology at the College of Osteopathic Medicine of the Pacific, will present the poster titled The Patch Wear Profile from SECURE: A Once-Weekly Low Dose Contraceptive Patch Study, which
includes data on the adhesion profile and wearability of AG200-15.

The SECURE clinical trial was designed to evaluate the efficacy, safety, and tolerability of AG200-15, also known as Twirla (levonorgestrel/ethinyl estradiol), in a representative population of women seeking birth control. SECURE was a
1-year, multicenter, single-arm, open-label trial in 2032 healthy women aged 18 and over, at 102 experienced investigative sites across the United States.

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.

It Exhibits.

Exhibit
Number Description
99.1 Agile Therapeutics, Inc. Poster Presentation dated April 27-30, 2018.
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Name: Alfred Altomari
Title: Chairman and Chief Executive Officer




g THERAPEUTICS

AG200-15 (Twirla®)

* Atransgermal contraceptive delivery system (TCDS) under investigation as a
once-weekly prascription contraceptive patch (Figure 1)
- A 28-day cycle includes: 3 weeks of 7-day patches and 1 patch-free week

Figure 1. Schematic of AG200-15 TCDS: A Once-Weekly
Contraceptive Patch (Not drawn to scale)
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* Delivers daily exposure of levonorgestrel (LNG) memmw estradiol (EE)
similar to oral doses of 120 pg of LNG and 30 ug of

SECURE (Study to Evaluate Contraception Use,

Reliability, and Effectiveness)

= A1-year, single-arm, opervlabel. multicenter phase 3 study of the
contraceptive efficacy, safety, and tolerability of AG200-15 TCDS

* Broad enrollment criteria with no fimits on body mass indax (BMI) or weight

* Yielded a Pearl Index for parficinants age 18 to 35 years of 4.8 {upper bound
of 95% confidence intarval, 6.1), with an advarse event (AE) profle simiar to
approved combined hormonal contraceptives (Nedson et al.. ACOG 2017,
abstract #228)

Objective

* Here we examing various aspects of patch adhesion and wearabiity with the
AG200-15TCDS

» The SECURE trial was conducted in US women 18 years or older with no
restriction on BMI or weight (Clinical Trials.gov NCTO2158572)
* Patch-related imitabonfitching and patch adhesion were evaluated by the
Invesltigatar & each vis and by the participants through an electronic diany
* Inrtation scores were graded using a 4-point scale:
= 0 {None): No imitation or barely perceptible/spotty erythema
— 1 (Mad): Mild erythema covering most of the application site of the skin
immediately surrounding the application site
- 2 (Moderate): Modsrate erythema covering most of the application site of
the: skin immeditely Surrounding the appieation site, with o without
presence oln-idedema
-3 /Signifi of the ion site or the skin
immediately smruunmng the apphuauon ‘site, with or without edema,
vesiculation, bullae, andor ulcaration
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* liching were graded by paricipants using a 4-point scale: () (none),
1 (mild), 2 (moderate), and 3 {severa)

* Patch adhesion scores wene rated by panticipants and invesligators usinga
scale from 010 4 {Figure 2)

Figure 2. Five-Point Adhesion Assessment Scale (Not drawn
to scale)

Exhibit 99.1

The Patch Wear Profile From SECURE: A Once-Weekly Low-Dose Contraceptive Patch Study

Anita L. Nelson‘ Andrew M. Kaunitz? Robin Kroll*; James A. Simon?; Paula M. Castafio®; Elizabeth |.O. Garner®

Emeritus, David Geffen School of Medicine at UCLA, Los Angeles, CA; “University of Florida College of Medici
Washington, DC; ‘Columbia University Irving Medical Center, New York, NY; ®Agile Therapeutics, Princeton, NJ.

» For C17§es 1-13 combined, the participant-reported mean skin imitation soore
was

= Participant-reported mean skin imitation soores by cycle were low and
generally decreased over time (Figure 3)
= For Cycles 1-13 combined. using the worst imitation score for each participant,
the investigator-assessed mean skin imtabion scora was 0.18
- Investigator-assessed mean skin imitation scores by cycle were low
(Figure 3)
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Table 3. Investigator-Rated Patch Adhesion Over the 7-D:
Wear Period

Figure 3. Mean Skin Irritation Scores by Cycle, as d by i o :
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* 2031 paticipants recaived at least one patch and were nchuded in the safety
analysis
* 93% of patch e ing that
rarely required
+ Agecreasing rend in the percant of unscheduled patch changes
(replacements) was observed from Cycle 1 1o Cydle 13, showing
with increasing

Irritation/itching

* Across all patches applied in each cycle, ?T.G%ofwrﬁupaﬂstemm:l al
{none) in Cycle 1 and 86 5% reported & 0 in Cycle 13 for heir worst skin
inritation

= Overall, across 2l cycles and 28 patches apphed. 93.6% of participants
reported their worst skin initation score as none or mild; only 1.5% reported
their worst skin imiation score as severe (Table 1)

Table 1. Participant-Reported Skin Irritation Score for Each
Patch per Cycle and Overall
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* Overall, B5.0% and 12.6% of by the i
to have none or mikd skin iritation, r&spedivelr

* 14.6%, 29.1%, and 37.6% of parbicipants reported their worst fiching score as
none, mild, or moderate, respactively

* Overall the maan participant-reported skin Mching score was 1.6

Adhesion
» Participant: patch adhesion: Across all patches over the T-day
wear pariod, the mean patch adhesion score was .16 (Table 2)
= When assessad by patch wear day, on averape, 83.6% of patches had
adhesion of 200% (scores of ()

- The percant of patches per day that completely detached decreased from
2% 1W007%

Table 2. Participant-Rep
Wear Period

rted Patch Adhesion Over the 7-Day

% of Patches with Relevant A
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* Investigator-rated patch adhesion: Across all palches over the T-day wear
period. the mean patch adhesion score was 0.04 (Table 3)

- When assessad by patch wear day, on average, 96.9% of patches had
athesion of 290% (scores of 0)

- Intotal, 0.2% of patches were rated as completely detached

from the trial vs. 39.0% that completed

Conclusion/Implications

+ Overall, results of participent- and investigator-rated paich characteris
indicate tavorable patch adnesion and wearabilty of the AG200-15 TC

= Rates of skin initztion were generally kow
= The rate of local site reactions was low and treatmant discontinuanon
i i i <2% of partie

= Adhesion analysis acress a T-day period of patch wear suggests a fav
patch adhesion profie

= Patch detachmenis did not contribute 1o participants ieaving the study
participants reporting any detachments during the trial did not disconti
the trial at a higher rate than those that did not report any patch detac!
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