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“Risk Factors.” 
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Transdermal and Topical Delivery Systems—Product Development and Quality Considerations.

 

U.S. Hormonal Contraceptive Market Background
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Contraceptive Pills

•

•

•

•



Contraceptive Patch Market Experience

Twirla Potential Market Share



Twirla Promotion Strategy

Twirla Coverage and Reimbursement Strategy
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Agreement with Corium 



Agreement with Syneos Selling Solutions 



 



FDA Regulation
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Preclinical Studies and IND Submission

Clinical Trials





U.S. Marketing Approval



Hatch-Waxman Act

in vitro in vivo





Combination Drug/Device Regulation

U.S. Post-Approval Requirements
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U.S. Fraud and Abuse, Data Privacy and Security and Transparency Laws and Regulations





Notification Obligations and Potential Liability Around Data Security Incidents, Including Cyberattacks 





Coverage and Reimbursement Generally



Healthcare Reform



The Foreign Corrupt Practices Act

Foreign Regulation





in situ seal



Investing in our common stock involves a high degree of risk. You should carefully consider the risk factors set forth 
below as well as the other information contained in this Annual Report on Form 10-K and in our other public filings in 
evaluating our business. Any of the following risks could materially and adversely affect our business, financial 
condition or results of operations. The risks described below are not the only risks facing us. Additional risks and 
uncertainties not currently known to us or that we currently view to be immaterial may also materially adversely affect 
our business, financial condition or results of operations. In these circumstances, the market price of our common stock 
would likely decline.



We are significantly dependent on the commercial success of Twirla, our only approved product.  If we are unable to 
successfully commercialize Twirla, our business, financial condition, revenue, results of operations, and prospects 
and value of our common stock will be materially adversely affected.
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For more information regarding the prior safety 

and market experience with the prior patch see Part 1, Item 1, Contraceptive Patch Market Experience;
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See Risks Related to 
Intellectual Property Rights

It will be difficult for us to profitably sell Twirla if third-party coverage and reimbursement for such product is 
limited, and reimbursement and healthcare containment initiatives and treatment guidelines may constrain our future 
revenues.



If we are unable to develop effective marketing and sales capabilities for Twirla or maintain our agreements with 
third parties to market and sell Twirla, we may be unable to generate product revenues.
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Twirla could develop unexpected safety, efficacy or quality concerns, which would likely have a material adverse 
effect on us.
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Sales of Twirla may be adversely affected by the consolidation among wholesale drug distributors and the growth of 
large retail drug store chains.



Existing and future legislation may increase the difficulty and cost for us to commercialize Twirla and may affect the 
prices we may obtain.

For discussion on the ACA requirements for contraceptive coverage and 
applications to Twirla, see Part 1, Item 1, Pricing and Reimbursement and Part 1, Item 1, Government Regulation.

We have incurred operating losses in each year since our inception and expect to continue to incur substantial losses 
for the foreseeable future. Management has concluded that these factors raise substantial doubt about our ability to 
continue as a going concern.



We will need to obtain additional financing to fund our operations and, if we are unable to obtain such financing, we 
may be unable to commercialize Twirla or resume development of our pipeline.
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We have never been profitable. Currently, we have only one product available for commercial sale, Twirla, and we 
may never become profitable.



Our operating activities may be restricted as a result of covenants related to the outstanding indebtedness under our 
loan agreement and we may be required to repay the outstanding indebtedness in an event of default, which could 
have a materially adverse effect on our business.

Part 2, Item 7, Financial Overview
Part 2, Item 8, Note 9 to Financial Statements

Unstable global market and economic conditions may have serious adverse consequences on our business, financial 
condition and share price. 



We remain subject to substantial ongoing regulatory requirements related to Twirla, and failure to comply with these 
requirements could lead to penalties, including withdrawal from the market, suspension, or withdrawal of product 
approval.

see Part 1, Item 1, Twirla



We have no manufacturing capacity and anticipate continued reliance on Corium, our third-party manufacturer, for 
the commercialization of Twirla and development of our potential product candidates, as a sole source provider. We 
may not have or be able to obtain sufficient quantities of Twirla or our potential product candidates to meet our 
required supply for commercialization or clinical trials. Alternatively, we may not realize the commercial demand for 
Twirla necessary to meet our obligations to Corium. Either of these events could materially harm our business.



We rely on third parties to conduct aspects of our clinical trials and post marketing studies. If these third parties do 
not successfully carry out their contractual duties, meet expected deadlines or comply with applicable regulatory 
requirements, we may not be able to maintain regulatory approval for Twirla or develop our pipeline.



We may rely on third parties to perform many essential services for any products that we commercialize, including 
services related to government price reporting, customer service, accounts receivable management, cash collection, 
and pharmacovigilance and adverse event reporting. If these third parties fail to perform as expected or to comply 
with legal and regulatory requirements, our ability to commercialize our potential product candidates will be 
significantly impacted and we may be subject to regulatory sanctions.

We may not be able to protect our proprietary technology in the marketplace.



We may infringe the intellectual property rights of others, which may prevent or delay our commercialization and 
product development efforts or increase the costs of commercializing Twirla, or our potential product candidates, 
when and if approved.

Any lawsuits relating to infringement of intellectual property rights brought by or against us will be costly and time 
consuming and may adversely impact the price of our common stock.



Public health emergencies, the ongoing COVID-19 pandemic, or pandemics could have a material adverse impact on 
our business, financial condition and results of operations, including our ability to successfully produce, market, and 
distribute Twirla. 

If we are not successful in attracting and retaining highly qualified personnel, we may not be able to successfully 
implement our business strategy.



If product liability lawsuits are brought against us, we may incur substantial liabilities and may be required to limit 
commercialization of Twirla. 

Business interruptions, including those resulting from systems failures, could delay us in the process of developing 
our potential product candidates and could disrupt our sales.

Our employees, independent contractors, principal investigators, CROs, manufacturers, consultants, commercial 
partners and vendors may engage in misconduct or other improper activities, including noncompliance with 
regulatory standards and requirements and insider trading, which could significantly harm our business.



Our ability to use net operating loss and tax credit carryforwards and certain built-in losses to reduce future tax 
payments may be limited by provisions of the Internal Revenue Code of 1986, as amended, and may be subject to 
further limitation as a result of our initial public offering.

We are not in compliance with the Nasdaq continued listing requirements. If we are unable to comply with the 
continued listing requirements of the Nasdaq Capital Market, our common stock could be delisted, which could affect 
our common stock’s market price and liquidity and reduce our ability to raise capital. 



We expect that our stock price may fluctuate significantly.
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Certain of our outstanding common stock purchase warrants contain price protection provisions (and anti-dilution 
protection) in the event that we sell our securities at prices lower than the current exercise price of such warrants, 
which may have a negative impact on the trading price of our common stock or impair our ability to raise capital.

We have identified a material weakness in our internal control over financial reporting. This material weakness could 
continue to adversely affect our results of operations and financial condition. In the future, we may identify 
additional material weaknesses or otherwise fail to maintain an effective system of internal control over financial 
reporting or adequate disclosure controls and procedures, which may result in material errors in our financial 
statements or cause us to fail to meet our period reporting obligations. 
 



We may be subject to securities litigation, which is expensive and could divert management attention.

We have never paid monetary dividends on our common stock and we do not anticipate paying any dividends in the 
foreseeable future. Consequently, any gains from an investment in our common stock will likely depend on whether 
the price of our common stock increases.

Anti-takeover provisions in our organizational documents and Delaware law may discourage or prevent a change of 
control, even if an acquisition would be beneficial to our stockholders, which could affect our stock price adversely 
and prevent attempts by our stockholders to replace or remove our current management.
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Dividends

Stock Performance Graph



The following discussion and analysis of financial condition and results of operations is provided to enhance the 
understanding of, and should be read in conjunction with, Part I, Item 1, “Business” and Item 8, “Financial Statements 
and Supplementary Data.” For information on risks and uncertainties related to our business that may make past 
performance not indicative of future results or cause actual results to differ materially from any forward-looking 
statements, see “Special Note Regarding Forward-Looking Statements,” and Part I, Item 1A, “Risk Factors.” Dollars in 
tabular format are presented in thousands, except per share data, or as otherwise indicated.

see Part I, Item 1, 
“Business ” 



Financial Overview

Going Concern 



Revenue

Cost of Product Revenues 

Research and Development Expenses
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Selling and Marketing Expenses

General and Administrative Expenses

Revenue Recognition 

Revenue from Contracts with Customers 



Cost of Product Revenues 

Accrued Research and Development Expenses
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Warrants

Distinguishing Liabilities from Equity



Stock-Based Compensation

Accounting for Stock Based Compensation





Comparison of Years Ended December 31, 2022 and 2021 
 

 
Revenues.  

Cost of product revenues.

Research and development expenses.



Selling and marketing expenses.

General and administrative expenses.

Loss on disposition of assets.  

 

Interest income.

Interest expense.

Unrealized gain on warrant liability.  
 



Operating Activities

Investing Activities

Financing Activities



Funding Requirements and Other Liquidity Matters
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Going Concern 



Interest Rate Risk



Inflation Risk







  Revenues, net 

Description of the 
Matter 

How We 
Addressed the 
Matter in Our 
Audit 
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Going Concern 















Financial Instruments

Property, Plant and Equipment



Research and Development

Revenue from 
Contracts with Customers
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Distinguishing 
Liabilities from Equity

Income 
Taxes



Compensation-Stock 
Compensation



Fair Value Measurements and Disclosures

•

•



•



Leases









Shelf Registration Statement 

Public Offerings 

ATM Sales Agreements 



Registered Direct Offering 



Common Stock Warrants 



Stock options 

Risk-free interest rate.

Expected dividend yield.

Expected volatility.



Expected term.

Forfeitures.   

Restricted Stock Units 
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(1) Compensation Committee
(2) Audit Committee
(3) Nominating and Corporate Governance
Committee
(4) Science and Technology Committee

Officers

Standing Committees of the Board of Directors

As of April 24, 2023, there are eight (8) stockholders
of record of Common Stock.

A copy of the Company’s Annual Report on Form
10-K, as filed with the Securities and Exchange
Commission, is available without charge. Requests
for the Annual Report on Form 10-K or other
stockholder inquiries should be directed in writing to: 

The Annual Meeting of Stockholders will take
place on Thursday, June 8, 2023 at 9:00 a.m. Eastern
Time via the internet at
www.virtualshareholdermeeting.com/AGRX2023.

Chairperson and Chief Executive Officer

Alfred Altomari
Chairperson and Chief Executive Officer

Jason Butch
Chief Accounting Officer

Geoffrey P. Gilmore
Senior Vice President, Chief Administrative
Officer & Corporate Secretary

Robert G. Conway
Senior Vice President, Chief Corporate
Planning & Supply Chain Officer

Paul Korner, M.D.
Senior Vice President, Chief Medical Officer

Amy Welsh
Senior Vice President, Chief Commercial Officer


