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Item 8.01. Other Events.

Agile Therapeutics, Inc. (“Agile”) a women’s healthcare company, will have 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 American Society for Reproductive Medicine 2018 Scientific Congress & Expo (ASRM) being held October 6% through October 10®, 2018 in Denver, Colorado. Dr. Paula M. Castafio, MD, MPH,
Associate Professor of Obstetrics and Gynecoloy at Columbia University Medical Center, will present the poster titled The Safety Profile of an Investigational Contraceptive Patch in Women With and Without Hormonal Contraceptive
Experience, which includes safety data on 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 to be available between October 6-10, 2018.
2
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Exhibit 99.1

Ag The Safety Profile of an Investigational Contraceptive Patch in Women With and Without Hormonal Col

THERAPEUTICS — payla M. Castafio?, James A. Simon®, Beatrice A. Chenc, Lisa Flood?, Michelle Previtera?, Joseph A. Chiodo IlI¢, Elizabeth |
Columbia Liniversity Irving Medical Center, 522 West 168th Street, New York, MY 10032, USA; *George Washington University, Women's Health & Research Consultants®, 1850 M Street, MW #450 Washingt:
Halket Street, Pittsburgh, PA 15213, USA; “Agile Therapeutics, 101 Poor Farm Road, Princeton, MJ 08540, USA,

|NTRO DUCTION *  The mean age (in years) of naive users was 24.5 and 27.9 for current users.

three 7-ciay patches followed by 7 days off e = 2
*  SECURE (Study to Evaluate Contraception Use, 1
Rehabmty(and éﬂectmess} was a 1-year, singl L Sompleer — p tah 403 57)
open-label, multicenter Phase 3 study of the Reason for Ciscontinuation
contraceptive efficacy, safety and tolerability of AG200-15 Any Reasen 112 (58) 301 (43)
(ClinicalTrials.gov NCT02158572)  Adverse Event 130 93(13)
Death ] 0
OBJECTIVE Non-Compliance 22 (12) 26 (4)
' Toevaluate the safety of the AG200-15 patch in women Lost to Follow Up H[T) BT
wﬂharangedexpenenue with hormonal Subject Decision 3 (15) 7] (13}
STUDY DESIGN, MATERIAL, & METHODS Pregnancy 708 15(2)

study entry) users of hormonal contraception | BMI 230 kgim“[obese), = 2 * For current users:
o Maive (had never used any hormonal contraceptive) % o 431 (61%) reported TEAES
users of hormonal contraception Blackl African a1 16 o 92 (13%) reported TEAES resulting in study drug discontinuation
+ Treatment-emergent adverse events (TEAEs) were American, % o 6(0.9%) reported SAEs _
eualiiated And defired s averse events that cocimed Whne% ] 56 75 o 3(0.4%) reported SAEs resulting in study drug discontinuation
from start of treatment to the day after the last patch was Hispanic/ Latino, % 28 18 Table 5. Summary of TEAES
removed - TS
'V OH lated adverse were svaluatedand  * Of current users, 551 (78%) had never used transdermal contraceptives Famronter anﬁf@%{”‘"
defined as reactions likely caused by combination ' The most widely uged current hormonal contraceptive method was oral TEAEs 81 (43) 431 {61)
hormonal contraception cortraceptive pills (33%) (Table 3) Study-Related” TEAEs 45 (24) 221 (31)
*  The most used method overall was the male condom with or without sf Severe TEAEs 6(3) 1{4)
RESULTS (57%) Serious TEAES (SAE) 3(2) 5(0.9)
Figure 1. Schematic of the AG200-15 Contraceptive {including death
Patch Drug-Related" Serious 1(085) 3(04)
Table 3. Summary of Current Contraceptive Methods TEAES (SAE)
{Wot an actual patch; Not drawn to scale) - | TEAEs Resulting in 16 (8 92 (13
Current Contraceptive Method Users n (%) Sy iy 9 &) (13)
Oral' L 604(33) | Discontinuation
T L. A 402 TEAEs Resulting in o 0
| Total Patch Area m:ncm- aginal Fing 61(3) Death
Active Drig MatrbcArea | 15.0em? | j 1(0.1) *Drug-ralated: definitely related, probably related, of possily related.
 Total Patch Diameter Thwem | Male Condom with or without Spermicide 1050 (57)
| Drog Matix Dismetes | d7em | Female Condom with or without Spermicide 12 (0.7) ¢ Hormone-related adverse events reported by at least 2% of naive users were headache
Purigheral Adhesive Wickh | 0.80cm | “Diaphragm, Cervical Gap, of Sponge with of without 6(0.3) (r=8, 4.2%), nausea (n=6, 3 2%), dysmenorrhea (n=5, 2.6%), mood swings (n=4, 2.1%),
Total Patch Thickneis | <twm | Spermicide and acne (n=3, 1.6%)
Rhythm Method (Fertility Awareness), Withdrawal, or 314(17) +  For current users, hormone-related adverse reactions reported by at least 2% were
Subject Dispesition and Characteristics Oitarcontss nausea (n=27, 3.8%), headache (n= 23, 3.2%), dysmenorrhea (n=21, 3.0%), acne
1(01) (=16, 2.3%), and mood swings (n=8, 1.1%)
+ 180 naive users were enrolled in the study and 78 (41%) | Other 4(0.2)
completed the study (Table 1) “Two subjects reported both paich and oral
' 704 cument users were enrolled and 403 (57%)

AG200-15 (Twirla®) is a iransdermal contraceptive defivery  FUrther baseline information is presented in Table 2
system under investigation as a once-weekly prescription

igﬂ;;igﬁ;_wwhd ; S Table 1: Subject Disposition
o IVers dail y ExXposure I-g 2 o ¥
levonorgestrel (LNG) and 30 g of ethinyl estradial (EE) Disposition Status Nalyooets Cixtent

A 28-day cycle consists of consecutive administration of

SECURE employed broad enrollment criteria with no
rzstrictiunsqsbgjy mass index or weight e Table 2. Baseline Population Characteristics

Subjects were >18 years of age, s lly active, and with Parameter Naive Users (n=190) Current Users
' € n=704)
Inefjstes vty 2ok days ‘Age, mean (SO} 24.5 years (5.7) 27.9 years (6.2)

All study sites were in the U.S. Weight, median
Safety was evaluated for women who were:
o Current (actively using a hormonal contraceptive at

{inge) 738kg(395147.0)  738kg (39.0-144.7)
| BMI, median (range] 275 kg/m? (167-50.7)  27.4 kg/m? (15.1-51.5)

Safety
* 2031 participants applied at least one patch and were included in the safety analysis
49% of subjects completed the study

+ 1085 (53%) subjects experienced a TEAE (Table 4)
+ 552 (27%) were definitely related, probably related, or possibly related to study drug
+ 224 (11%) subjects discontinued due to an adverse event

Table 4. Safety Evaluation
Category AG200-15 (%, N=2031)
1085 (53)

Subjects with Any TEAEs
Subjects with Any Study Drug-Related” TEAES 552 (27)
Subjects with Severe TEAEs_ 92 (5)
Subjects with Serious TEAES (SAE) 40(2)
Ssu:aﬂs with Study Drug-Related" Serious TEAEs 15(07)
Subjects with TEAEs Resulting in Study Drug 224 (11)
Discontinuation

Subjects with TEAEs Resulting in Death 1]

*Drug-refated: definitely related, probably related, or possibly related.

*  For naive users (Table 5):
o B1(43%) reported TEAES
o 16 (8%) reported TEAES resulting in study drug discortinuation
o 3(2%) reported SAEs
2(1%) reported SAEs ing in study drug disconti on

completed the study
Former and recent users are not presented
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Presented at American Society for Reproductive Medicine 2018 Scientific Congress & Expo October 6-10,



