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Agile Therapeutics has productive 2Q, on track to
seek approval for Twirla contraceptive patch
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Agile Therapeutics Inc (NASDAQ:AGRX) chairman and chief executive officer
Al Altomari said Thursday that the second quarter was "very productive" for the
company and it is on track to seek approval for its lead product candidate
Twirla.
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The company said executives will meet with the US Food and Drug
Administration's advisory committee on October 30 to review the company's
New Drug Application (NDA) for Twirla, a low-dose prescription contraceptive
delivered through the skin via the company's proprietary patch.
The Princeton, New Jersey-based women's health-care company announced
last month that the FDA had accepted for review the NDA resubmission for
Twirla. The company had originally submitted an application for FDA approval
in June 2017, but the agency asked for more data.
READ: Agile Therapeutics to meet FDA committee in October to review
NDA for Twirla
Agile resubmitted the NDA for Twirla (AG200-15) on May 16, 2019 and the
FDA has assigned a Prescription Drug User Fee Act action date of November
16, 2019 for the completion of its review.
Altomari said: "Between the resubmission and acceptance of our Twirla NDA
as well as the announcement of the advisory committee meeting, we believe
we are on track to seek the approval of Twirla."
Research firm Oppenheimer predicts the Twirla contraceptive patch could drive
sales of $250 million to $300 million.
Currently there is only one US government-approved contraceptive patch
available to women - Xulane, which is produced by Mylan Pharmaceuticals Inc
(NASDAQ:MYL).
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Company Synopsis:
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.
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Important contraception option
"We continue to believe that Twirla, if approved, will provide women with an important contraception option they do not
currently have — a once-weekly contraceptive patch designed to deliver a low dose of estrogen," said Altomari.
Analysts expect Twirla to have safety advantages to Xulane, given the latter's issues with high estrogen levels. They
also think women will find Twirla more user-friendly than Xulane, which had gross sales of $271 million in 2018.
Twirla is designed to be applied once weekly for three weeks, followed by a week without a patch. The company has
eight patents covering Twirla. Its active ingredients are ethinyl estradiol, a type of synthetic estrogen, and
levonorgestrel, a type of progestin.

Sufficient cash reserves
For the second quarter ended June 30, Agile posted a smaller loss of $3.5 million, or $0.08 per share, compared to a
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loss of $5.3 million, or $0.16 per share in the same period a year earlier.
As of June 30, Agile had $10.6 million in cash and cash equivalents, compared to $7.8 million on December 31, 2018.
During the second quarter, the company raised approximately $1.4 million from the sale of 992,072 shares.
In its statement, the company said it believes its cash reserves will "be sufficient to meet its projected operating
requirements" through to the end of the year.
R&D expenses shrunk to $1.8 million for the quarter compared to $2.4 million for the same period a year earlier.
Contact Uttara Choudhury at uttara@proactiveinvestors.com
Follow her on Twitter: @UttaraProactive
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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
investors,
private
client
brokers,
fund
managers
and
international
investor
communities.
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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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