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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 Women’s Health 2018: Translating Research into Clinical Practice being held May 4* through May 6%, 2018 in Arlington, Virginia. On Friday, May 4, 2018 James Simon, MD, Clinical Professor at George
‘Washington University will present the poster titled Wearability of a Once-Weekly Low-Dose Contraceptive Pathc in the Phase 3 SECURE 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.
(d Exhibits.

Exhibit
Number Description

99.1 Agile Therapeutics, Inc. Poster Presentation dated May 4-6, 2018.
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Exhibit 99.1

l&  Wearability of a Once-Weekly Low-Dose Contraceptive Patch in the Phase 3 SECURE Study

James A. Simon®, Paula M. Castafio®, Beatrice A. Chen®, Elizabeth |.O. Garner?

“George Washingion University, Women's Health & Ressarch Consultants®, 1850 M Street, MW #450 Washington, DG 20036, USA; “Columbia University Iving Medical Center, 622 West 168th Street, New York, NY 10032, USA, “University
of PittsburghiMagee-Wornens Ressarch Institute, 300 Halket St. Pittsburgh, PA 15213, USA; “Agie Therapeutics, 101 Poor Farm Road. Princeton, NJ 08540, USA

NTRODUCTION

RESULTS

AG200-15 (Twirlal) is 2 transdermal contraceptive delivery  Figure 1. Schematic of the AG200-15 Contraceptive Patch

system (TCDS) under investigation as a once-wekly
prescription contraceptive patch {Figure 1)
* AG200-15 delivers daily exposure of levonorgestrel
(LNG} and ethinyl estradiol (EE] similar to oral doses of
120 pg LNG and 30 g EE
+ A 28-day cyck of of
three 7-day patches followed by 7 days off-traatment
SECURE (Study to Evaluate Contraception Use,
Reliabilty, and Effectiveness) was a 1-year, single-arm.
‘open-abel, multicenter Phase 3 study of the
contraceptive , satety and tolerabilty of AG200-15
{ClinicalTrials gov NCT02158572)

OBJECTIVES

¢+ To examine wearability of the AG200-15 palch and the
impact of adhesion and itchingfiritation with using the
patch,

STLIDY DESIGN, MATERIAL, & METHODS
Women 18 years of older from the US paricipated

+  SECURE employed broad enroliment criteria with no
resinctions based on body mass index or weight

+ Cycle 1 was excluded from analysis since invesbgator-
reported data for cycle 1 occured on the day of first
palch piacement (day of enroliment)

+  Paich-related imitation/iiching and patch adhesion were:
evaluated by the investigator at each study visit and daily
by the partics through an el it

+  Iiching scores were graded by participants using a 4-
paint so!ue O (none), 1 (mild), 2 (moderate), and 3

*  Imitation scores were graded by paricipants and
imvesligators using @ 4-point scake: 0 (none), 1 (mild), 2
{moderate), and 3 {severa). for investigators, guidance
was given as foliows:

o None: Noiritation or barely perceptible/spotty
enthema
o Mild: Mid erythema covering most of the application

34 of he skin immediately surrounding the

application site

Moderate; Moderate erythema covenng mest of the.

82 of the skin
the application site, with of without presence of mild

o

‘edema
Severe (Significant). Severe erythema of the
site or the skin

the application site, with of without edema,

vesiculation, bullae andior ulceration

*  Patch adhesion scores were rated by participants and
investigators using a 5-point scale from 0 o 4, with
languape modified as appropriale for participant or
investigater users {Figure 2}

o Adhesion scores of 0 and 1 are combined since
90% of the: drug defivering portion of the patch
rarmaing attachid with thess scores.

{Not an actual patch; Mot drawn to scale)
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Adhesion
2021 participants applied at least one patch and were included in the safety
analyss

Over 13 cydles, investigators reported a worst adhesion score of 0 or 1 at 99.4%
of visits.
o 89.4% and 99 3% investigators repored a worst adhesion score of 0 or
1 for eycle 2 and cycle 13 visits, respestively
" Ower 13 cycles, BE.7% of patches were reported by parcipants to have a worst
adhesion score of 0 or 1 (Table 1)
o B4.1% and 92 5% of patches in cycles 2 and 13, respectively, were
reporad by the participant to have a worst scoreof 0 or 1
o 5.0% of the cumulative number of applied during the trial were
reported by the participant to be completely detached
* 1.5% of parti from the te patch

Figure 2. Five-Point Adhesion Assessment Scale
(Mot an actual patch; Not drawn to scale)
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Table 1. Percent of Patches by Worst Adhesion Score Reported ina Cycle
and Overall {Overall = Reported by Participant At Least Once During the Trial)
1

sat ;

Table 2: Percent of Patches Iw Worst Irritation Score Reported in a Cycle and
Overall (Overall = Reported by Participant At Least Once During the Trial)}

Table 3: Percent of Patches by Worst Itching Score Repe
Overall {Overall = Reported by Participant At Least Once

4 Cycla o i
B0 530 108
58 3 622 104
47 4 64.4 92
45 5 66.8 9.5
38 5 875 EXH
a5 7 676 9.6
s 8 669 97
28 ? 69.5 a9
36 10 684 9.8
X 1 701 95
EX] 12 716 5 a6
24 | 13 727 77 8.1
50 Gverall 646 233 98

0: no ki itching, 1: mik: 2- moderate; 3. severe.

CONCLUSIONS

+ Participants and investigators reported adhesion scofes in su|
For 13 cycles overall, investigators reported a worst skin initation score of 0 for 95.8% of adnesion
each vigit
& 86.2% and 94 6% of patches in cycles 2 and 13, respectivety, were reported by
the investigator to have a worst skin irmitation score of 0
For 13 cycles overall, B2.4% of patches were reporied by participants fo have a worst
sin imitation score of O (Table 2)
& 79.7% and 86 5% of patches in cycle 2 and 13, respectively, were reparted by
the participant to have a worst skin imitation score of 0
Over 13 oycles, B4 &% of patches wars reported by participants 1o have a worst skin
itehing scare of O (Table 3)

e teported good adh
ashesion from cycles 2 10 13,
o Participants reporied good adhesion scores and a
celachments
+ Low patch-related itching and imitation scores were reported t
mdicating favorable
- Pmmanl expenence plays a role i patch wearabilty
The percent of paiches with adhesion, itching, and
o 58.0% and 72.7% of patches in cycle 2 and 13, respectively, were reported by m;ﬁm&mma}mw i
the participants fo have a worst iching score of 0 knandedge of patch scoring increased wearadility |
1,1% and 0.8% of participants mmmmmsm due 1o application site study
imitation and iching « Lowdi rates due to or adhesion
adverse events were nol bothersome enough 10 cause par
study
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Presented at Women’s Health 2018: Translating Research into Clinical Practice, May 4-6, 2018, in Arlington, VA



