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Agile Therapeutics preps for commercialization of
contraceptive skin patch Twirla
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Price:

$240.02 m

Market Cap:

New Jersey-based firm seeks to provide women with contraception
options beyond the birth-control pill
Flagship product Twirla is an FDA-approved low-dose prescription skin
patch contraceptive
Amassed nearly $94 million of capital for Twirla's commercial rollout in
4Q 2020

1 Year Share Price Graph

What Agile Therapeutics does:
Agile Therapeutics Inc (NASDAQ:AGRX) is a healthcare company dedicated to
providing women with contraception options that offer them freedom from
taking the pill daily.

Share Information
The Princeton, New Jersey-based company has five products in its pipeline but
the main focus is on lead product Twirla, also known as AG200-15, which won
US Food and Drug Administration (FDA) approval in February 2020.
The low-dose prescription contraceptive is delivered through the skin via the
company's proprietary patch technology called Skinfusion.
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Twirla is designed for weekly application to deliver a 30 mcg daily dose of
ethinyl estradiol, a type of estrogen, along with a 120 mcg daily dose of
levonorgestrel, a well-known progestin. The patch can be worn on the
abdomen, buttock, or upper torso (excluding the breasts).
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Company Synopsis:

Agile notes that Twirla is contraindicated for women who have body mass
indices greater than 30 kg/m2. It is also contraindicated for women over 35 who
smoke.
In addition to Twirla, Agile has a pipeline of four other transdermal
contraceptive products in various stages of development and testing:

Agile Therapeutics is a forward-thinking
women's healthcare company dedicated to
fulfilling the unmet health needs of today's
women. Our current product candidates are
designed
to
provide
women
with
contraceptive options that offer freedom
from taking a daily pill, without committing
to
a
longer-acting
method.
action@proactiveinvestors.com

AG200-ER, a regimen that allows a woman to extend the length of her
cycle
AG200-SP, a regimen designed to provide shorter and lighter periods
AG200-ER (SmP), a regimen to allow a woman to extend the length of
her cycle while experiencing shorter and lighter periods
AG890, a progestin-only contraceptive patch intended for use by
women who are unable or unwilling to take estrogen

How is it doing:
Agile has said it plans to begin the pre-validation and validation of the commercial manufacturing process for Twirla in
the first half of 2020. It will manufacture three batches of Twirla and complete the validation process in the second half
of 2020.
At the same time, the company will prepare to make Twirla available for commercial supply in a market estimated to be
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worth $3.7 billion and in which Agile could generate up to $300 million in sales, by some estimates.
In the first quarter of 2020, Agile plans to target managed care and patient payors to gain market access for Twirla. In
the second quarter, the company plans to begin hiring and training an initial sales team of 70 to 100 persons who will
reach out to obstetricians and gynaecologists, nurse practitioners, physician assistants, and primary care providers.
In the fourth quarter of 2020, Agile intends to ship the product to wholesalers.
Many on Wall Street foresee the promise of Twirla, which means the company has been able to raise sufficient capital
to expand operations and fund Twirla's manufacturing and roll-out through the end of 2021.
The company closed out its first quarter of 2020 with nearly $94 million in cash and cash equivalents after raising more
than $68 million in debt and equity financing prompted by the FDA's decision on Twirla.
Meanwhile, Agile also broadened its board of directors with two recent appointments -- Sharon Barbari, a former CFO
with Cytokinetics, InterMune and Gilead Sciences, and Dr Sandra Carso, an obstetrician and gynaecologist physician
who has served on several FDA advisory committees.
The company, as it looks ahead, plans to monitor spending closely and expects operating expenses for the full year
2020 to be in the range of $52 million to $56 million, with general and administrative expenses accounting for about
70% of the spending as it builds out its commercial infrastructure. Net revenue in the fourth quarter of 2020, reflecting
the initial launch of Twirla, is expected to be in the range of $4 million to $6 million.
However, the company acknowledges that the coronavirus (COVID-19) pandemic could affect its operations.
If the COVID-19 outbreak or other factors impact the company's business plan or its ability to generate revenue from
the launch of Twirla, Agile has the ability to revise its commercial plans, including curtailing sales and marketing
spending, to allow it to continue to fund its operations.

Inflection points:
Plans to ship Twirla to wholesalers in the fourth quarter of 2020
Expects to generate revenue soon after with expanded sales staff
Broaden company's women's health portfolio to address unmet needs

What the boss says:
"The FDA's approval of Twirla will enable us to deliver on our short-term goal of establishing Agile in the contraceptive
prescription market and working towards our longer-term mission to broaden our women's health portfolio, including in
areas of unmet need," according to Agile CEO Al Altomari.
"We are grateful to the clinical trial patients, researchers, healthcare providers, and advocates, whose contributions
helped us secure the approval of a new transdermal contraceptive option that may serve the contraceptive needs and
preferences of many women. We are proud to offer this new option and look forward to bringing Twirla to women and
their healthcare providers."
Contact the author: patrick@proactiveinvestors.com
Follow him on Twitter @PatrickMGraham
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Proactive Investors facilitate the largest global investor network across 4 continents in 4 languages. With a team of analysts
journalists & professional investors Proactive produce independent coverage on 1000's of companies across every sector for private
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No investment advice
The Company is a publisher. You understand and agree that no content published on the Site constitutes a recommendation that any particular security,
portfolio of securities, transaction, or investment strategy is suitable or advisable for any specific person. You understand that the Content on the Site is
provided for information purposes only, and none of the information contained on the Site constitutes an offer, solicitation or recommendation to buy or sell a
security. You understand that the Company receives either monetary or securities compensation for our services. We stand to benefit from any volume which
any Content on the Site may generate.
You further understand that none of the information providers or their affiliates will advise you personally concerning the nature, potential, advisability,
value, suitability or profitability of any particular security, portfolio of securities, transaction, investment, investment strategy, or other matter.
You understand that the Site may contain opinions from time to time with regard to securities mentioned in other products, including Company-related
products, and that those opinions may be different from those obtained by using another product related to the Company. You understand and agree that
contributors may write about securities in which they or their firms have a position, and that they may trade such securities for their own account. In cases
where the position is held at the time of publication and such position is known to the Company, appropriate disclosure is made. However, you understand and
agree that at the time of any transaction that you make, one or more contributors may have a position in the securities written about. You understand that price
and other data is supplied by sources believed to be reliable, that the calculations herein are made using such data, and that neither such data nor such
calculations are guaranteed by these sources, the Company, the information providers or any other person or entity, and may not be complete or accurate.
From time to time, reference may be made in our marketing materials to prior articles and opinions we have published. These references may be
selective, may reference only a portion of an article or recommendation, and are likely not to be current. As markets change continuously, previously published
information and data may not be current and should not be relied upon.
The Site does not, and is not intended to, provide investment, tax, accounting, legal or insurance advice, and is not and should not be construed as
providing any of the foregoing. You should consult an attorney or other relevant professional regarding your specific legal, tax, investment or other needs as
tailored to your specific situation.
In exchange for publishing services rendered by the Company on behalf of Agile Therapeutics named herein, including the promotion by the Company of Agile
Therapeutics in any Content on the Site, the Company receives from said issuer annual aggregate cash compensation in the amount up to Twenty Five
Thousand
dollars
($25,000).
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