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Below is a summary of the principal factors that make an investment in our securities speculative or risky. This summary does
not address all of the risks that we face. We urge investors to carefully review and consider the additional discussion of the risks
summarized in this risk factor summary, and other risks that we face, which can be found below under the heading ““ Risk
Factors, ” together with other information in this report, before making investment decisions regarding our securities. * We will
need to raise substantial additional capital to continue our operations, execute our business strategy and remain a going concern,
and we may not be able to raise adequate capital on a timely basis, on favorable terms, or at all. Raising additional capital may
cause substantial dilution to our stockholders, restrict our operations or require us to relinquish rights in our technologies or
product candidates and their future revenue streams. « If we fail to regain and maintain compliance with the continued
listing requirements of the Nasdaq Capital Market, our common stock could be delisted, which could, among other
things, limit demand for our common stock, substantially impair our ability to raise additional capital and have an
adverse effect on the market price of, and the efficiency of the trading market for, our common stock. « We have a limited
operating history, have-tneurred-a history of significant losses sinee-our-ineeption-from operations, and expect significant
losses from operations, net losses and negative cash flows from operations to continue tetneartosses-for the foreseeable
future, which, together with our limited financial resources and-substantiat-eapitatrequirenents-, make it difficult to assess our
prospects . « We plan to generate revenue from sales of our proprietary Sildenafil Cream formulation produced under
Section 503B of the FDCA. We have no experience in this line of business and may not succeed in our efforts. We will
rely on third parties for the compounding and distribution of our proprietary Sildenafil Cream formulation, and the
failure of such third parties to perform as expected could harm our reputation and negatively impact our ability to
succeed. In addition, this line of business subjects us to new regulations and potential liability . + Our business depends on
obtaining the approval of regulatory authorities, and in particular, FDA approval, to market products that we develop. All of our
product candidates are investigational, require the conduct and successful completion of clinical studies and nonclinical work,
and may never complete development or be submitted for or receive regulatory approval. The FDA' s approval of XACIATO is
not predictive of favorable development or marketing approval outcomes for our product candidates. ¢ Clinical development is a
lengthy and expensive process with an inherently uncertain outcome. Failure to successfully complete clinical trials and
nonclinical activities and obtain regulatory approval to market and sell our product candidates on our anticipated timelines at
reasonable costs to us, or at all, particularly Ovaprene and Sildenafil Cream, could have a material adverse effect on our
business, operating results and financial condition. ¢ The regulatory approval processes of the FDA and comparable foreign
authorities are expensive, lengthy, time- consuming, and inherently unpredictable. If we are not able to obtain regulatory
approvals for our product candrdate% our ab111ty to generate product revenue will be materrally nnparred * We rely on Bfug

mant\faetuﬂng—e-f icense agreements with thlrd partles for rlghts to develop and commerclahze XACIATO and our
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rights to receive payments from our subllcensees, which could have a material adverse effect on our operations and
business prospects and viability . < Strategic collaborations are a key part of our strategy and our existing strategic
collaborations are important to our business. If we are unable to maintain existing strategic collaborations or establish new ones,
or if they are not successful, we may require substantial additional capital to develop and commercialize our products and
product candidates and our business and prospects may be materially harmed. « Hnless-Delays and uanti-ene-disruptions in the
supply and manufacturing of our product candidates reeetves-could postpone the initiation of or interrupt our clinical
studies, extend the tlmeframe and cost of development of our product candldates, delay potentlal regulatory appfeva-l
approvals spay d W A
seuree—ef—enge%ng—revenue—and adversely 1mpact t-he—&meunt—ef—t-hese—-— the commerclallzatlon ﬂet—sa-les—ts—la-rgely-eutﬁde—ot
eur-eontrol-any approved products . = We have no manufacturing, sales, marketing or distribution infrastructure. We depend
heavily on, and expect to continue to rely on, the performance of third parties, including our strategic collaborators, contract
manufacturers and suppliers, CROs, medical institutions, and scientific, medical, regulatory and other consultants and advisors,
to develop our product candidates and commercialize any approved products. Failure of these third parties to perform as
expected could result in substantial delays, increased costs or failures of our product development programs, delayed or
unsuccessful commercialization of any approved products, and the need for significant additional capital. « Due in part to our
limited financial and human resources, we may fail to effectively execute our product development, regulatory submission and

commercmhzatron plans in accordance with communicated t1me11ne§ or at all. « The }ess-eiﬁmp&rfmeﬂt—ef—etﬁlgh-ts—undefeuf

XACIATO Is 0uts1de of our control and will depend on Organon S etfort% and capab1ht1e§ and a variety of tactors many of
which currently are unknown or uncertain, and if commercialization of XACIATO is not successful, our reputation, business

and prospects may suffer. « Qur XACIATO-and-any-futare-produets— product candidates, if approved for commercial sale,



will face intense competition rineluding-fromgenerte-produets;-and may fail to achieve the degree of market acceptance

necessary for commercial success. Our business, operating results and financial condition will suffer if we, or our commercial
collaborators, fail to compete effectively and-fai-to-achieve-market-aeeeptanee-. * Failure to successfully obtain coverage and
adequate reimbursement for XACIATO and any future products from government health care programs and other third- party
payors would diminish our ability, or that of a commercial collaborator, to generate net product revenue or net sales. If out- of-
pocket costs for products we develop are deemed by women to be unaffordable, a commercial market may never develop. « We
have a relatively small number of employees s-and if we fail to attract and retain key personnel ereffeetivelymanage-our
personneleosts;-our business may materially suffer. « We may not be successful in our efforts to identify and acquire or in-
license additional product candidates or technologies, which may limit our growth potential. « If we and Surfaitare-te
adeguately-proteetor-our enforee-ourlicensors are unable to obtain and maintain sufficient intellectual property rights
protection , competitors and-those-ofourtieensors;could develop and commercialize or make available products similar or
identical to ours, which could significantly limit the commercial potential of our products and product candidates and
materially harm our business, financial condition, results of operations, and prospects. * Most of the products we are
developing utilize active pharmaceutical ingredients that are not proprictary to us or pestten-in-the-marketplaee-or-our
preventlicensors and the patents and patent applications owned by us and et-our licensors intended to protect our impede

the-eommeretalization-of XACHATO-and-any-future-products ——taek-and product candidates relate to specific formulations,
processes, methods of pateﬁt—dellvery, and / or uses, whlch may not afford sufﬁclent protectlon agamst fer—t-he—aeﬁve

wpeﬂ&&y—ferﬂ&ese—pfeduefs—rﬁcompemms are-a d-e f ot
or-methods-of delivery-of the-aetive-ingredients-. Volatlhty in the hnancul malkets geopohtlc"ll conﬂlcts and events , natural
disasters , public health emergencies , international trade policies, saeh-as-the-COVID-—9-pandemte-and other

macroeconomic factors may negatively impact our business, financial condition and results and our stock price, including by
increasing the cost and timelines for our clinical development programs or making it more difficult or costly to raise additional
capital when needed. « Product liability lawsuits against us could cause us to incur substantial liabilities and divert management
attention from our business. ¢ The price of our common stock has been and may continue to be highly volatile and such volatility
may be related or unrelated to our performance and operating results. Volatility in our stock price may subject us to increased
rlsk of securltles lltlgmon 1nclud1ng class action lawsuns Wthh could be expensive and divert management attention. * H-we

upon-the-exereise-of stoek-options-, or the market' s expectation that such sales may occur, could ddversely affect our stock
price seven if our business is doing well. « We have been subject to a cyber- related crime and our controls and security

measures may not be successful in preventing other cybersecurity incidents in the future. Cyber- attacks, security breaches, loss
of data and other disruptions to our information technology systems or those of our strategic collaborators or third- party service
providers could compromise sensitive or confidential information related to our business, delay or prevent us from accessing
critical information, subject us to significant financial loss, or expose us to liability, any of which could adversely affect our
business and our reputation. Investment in our securities involves a high degree of risk and uncertainty. Our business, operating
results, growth prospects and financial condition are subject to various risks, many of which are not exclusively within our
control, that may cause actual performance to differ materially from historical or projected future performance. We urge
investors to consider carefully the risks described below, together with all of the information in this report and our other public
filings, before making investment decisions regarding our securities. Each of these risk factors, as well as additional risks not
presently known to us or that we currently deem immaterial, could adversely affect our business, operating results, growth
prospects or financial condition, as well as the trading price of our common stock, in which case you may lose all or part of your
investment. Risks Related to Our Financial Position and Capital Needs We will need to raise substantial additional capital to
continue our operations and execute our business strategy, and we may not be able to raise adequate capital on a timely basis, on
favorable terms, or at all. We have a history of losses from operations, we expect significant losses from operations, net losses
and negative cash flows from ewr-operations te-eentinte-for at least the foreseeable-futureand-we-expeet-that-ourfetnext
several years tosses-will-eontintte-for-the-foreseeable-fature-as we develop and seek to bring to market our existing product
candidates and as we seek to potentially acquire or license and develop additional product candidates . At December 31, 2024,
we had an accumulated deficit of approximately $ 175. 3 million, cash and cash equivalents of approximately $ 15. 7
million, and a working capital deficit of approximately $ 3. 2 million. We will need additional capital to fund our
operating needs into the third quarter of 2025 and to meet our current obligations as they become due. All of our cash
and cash equivalents at December 31, 2024 represented funds received under grant agreements that generally may be
applied solely toward direct costs of carrying out the respective projects under those grant agreements. We have a
history of losses from operations and we expect significant losses from operations, net losses, and negative cash flows
from operations for at least the next several years as we continue to develop and seek to bring to market our product
candidates. We are dependent on securing substantial additional capital from one or more third- party sources to satisfy
our working capital needs and other liquidity requirements over at least the next 12 months from the date of issuance of
the accompanying consolidated financial statements . These circumstances raise substantial doubt about our ability to
continue as a going concern. Sur-The consolidated financial statements included in this report as-efPeeember3+-2623-were
prepared under the assumption that we will continue as a going concern and do not include any adjustments that might result
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development and pursuing regulatory approval and commercialization will require substantial additional investment. We will
need to raise substantial additional capital to continue to fund our operations and execute our current business strategy. The
amount and timing of our Capltal needs have and will continue to depend highly on many factors, as discussed further below as

Our management may devote significant time and we may incur substantial costs in pursuing, evaluating and negotiating
potential capital- raising transactions and those efforts may not prove successful on a timely basis, or at all. If we cannot raise
adequate additional capital when needed, we may be forced to reduce, or even terminate our operations. We may delay, scale
back or eliminate one or more of our product development programs; relinquish rights under our license agreements with third
parties relating to our product candidates; forgo opportunities to expand our product portfolio; take other measures to reduce our
expenses; reorganize or merge with another entity; or file for bankruptcy or cease operations. For example, in recent years,
due to our limited capital resources, we have focused our resources primarily on the advancement of Ovaprene and
Sildenafil Cream, unless a program has been supported by grant or other non- dilutive funding, and we have delayed R
& D activities for other programs. [f we become unable to continue as a going concern, we may have to liquidate our assets,
and might realize significantly less than the values at which they are carried on our financial statements, and our stockholders
may lose all or part of their investment in our common stock. Our capital needs have depended on, and will continue to depend
on, many factors that are highly variable and difficult to predict, including: ¢ the product development programs we choose to
pursue; ¢ the initiation, type, number, scope, progress, expansions, results, eest-costs , and paee-timing of clinical trials and
preclinical and-elinteal-development-studies of our product candidates that we are pursuing or may choose to pursue in the
future ; - the cost results-ofpreelinteat-aetivittes-and timing of manufacturing for clinical trials-supplies of product
candidates and, if applicable, commercial product at sufficient scale ; < the cost and timing of ebtaining-elinteal-supples-of
produet-eandidates;+the-eostand-timingofregulatory submissions to and the timing and outcome of decisions by the FDA
and other regulatory authorities on our applications to commence and advance clinical development of'and to market our product
candidates; ¢ the amount and timing of payments to third parties required under acquisition, in- license and other agreements
relating our rights to develop and commercialize our product and product candidates; ¢ the cost and timing of commercialization
activities we undertake or engage third partlei to undertake for any appreved-product; ¢ the amount and timing of future royalty,
milestone or other payments, if any, we receive under our licensing eemmeretal-ecollaborattonragreements— agreement with
Bayer, any future out- licensing agreement, for— or XACHATO-and-Ovaprene-the Royalty Purchase Agreements ; * our
ability to maintain, and establish new, strategic collaborations relating to the development and / or commercialization of our
product and product candidates , and the terms and timing of such arrangements ; * the extent to which we acquire, in-
license, or otherwise invest in new product candidates or technologies and the terms of any such transaction; and ¢ the cost and
timing of preparing, filing, and prosecuting patent applications, maintaining and enforcing our intellectual property rights, and
defending any intellectual property- related claims, including any claims by third parties that we are infringing upon their
intellectual property rights. Should we add product candidates to our portfolio, should our existing product candidates require
testing or other capital- intensive development activities that we do not anticipate, should the duration of our clinical trials be
longer than anticipated, should manufacturing and supply be disrupted, or should regulatory approvals be delayed, our cash
resources will be further strained. Should our product development efforts succeed, we will need to develop and implement a
commercialization plan for each product, which may also require significant resources to create and implement. In addition, the
terms of any collaboration agreements for development and / or commercialization of our product and product candidates may
significantly impact our need for additional capital. Because of these uncertainties and the other risks and uncertainties
discussed in this “Risk Factors Zsection, we cannot reasonably estimate the amount funding necessary to successfully complete
development of and seek regulatory approval for our product candidates or to commercialize any approved products. In addition,
we may seek additional capital due to favorable market conditions or strategic considerations even if we believe we have
sufficient funds for our planned operations. We may seek to raise additional capital through a variety of means, including equity,
equity- linked or debt securities offerings, government or other grant funding, strategic collaborations or alliances, debt, royalty
monetization or other structured financings, or other similar types of arrangements. Our past success in raising capital through
equity offerings, grant funding, collaboration agreements, and aroyalty monetization finanetng-transactions should not be
viewed as ar-any indication we will be successful in raising capital through those or any other means in the future. We expect
that our ability to raise additional capital and the amount of capital available to us will depend not only on progress we and our
collaborators make toward successfully developing, obtaining regulatory approval for and commercializing our product and
product candidates, but also on factors outside of our control, such as macroeconomic and financial market conditions. To the
extent we seek to obtain additional capital before achieving clinical, regulatory and / or sales milestones or when our stock price
or trading volume or both are low, or when the general market for biopharmaceutical or women’ s health companies is weak,
additional capital may not be available to us on favorable terms, or at all. Unstable and unfavorable market and economic
conditions may harm our ability to raise additional capital. The occurrence or continued occurrence of macroeconomic factors or



events similar to those experienced in recent years, such as a U. S. economic crisis or recession or recessionary concerns,
inflation, rising interest rates, public health emergencies (such as the COVID- 19 pandemic), geopolitical conflict (such as the
wars in Ukraine and the Middle East), natural / environmental disasters, supply- chain disruptions, terrorist attacks, strained
trade and other relations between the U. S. and a number of other countries, social and political discord and unrest in the U. S.
and other countries, and government shutdowns, among others, increase market volatility and have long- term adverse effects on
the U. S. and global economies and financial markets. Volatility and deterioration in the financial markets and liquidity
constraints or other adverse developments affecting financial institutions may make equity or debt financings more difficult,
more costly or more dilutive and may increase competition for, or limit the availability of, funding from other third- party
sources, such as from strategic collaborations and government and other grants. As discussed above, we may seek to raise
additional capital through a variety of means. Raising capital through the issuance of shares of our common stock, or securities
convertible into or exercisable for our common stock, may depress our stock price and substantially dilute our existing
stockholders. The terms of securities issued may include liquidation or other preferences that may materially adversely affect
the rights of our existing stockholders. Debt and other structured financings, if available, would increase our fixed payment
obligations and may involve covenants requiring us to maintain specified financial ratios or a specified cash balance, or limiting
or restricting our ability to take specific actions, such as incurring additional debt, acquiring, selling or licensing intellectual
property rights, and making capital expenditures, or impose other operating restrictions that could adversely impact our ability to
operate our business and pursue our strategic objectives. We could also be required to meet certain milestones in connection with
a debt financing and the failure to achieve such milestones by certain dates may force us to relinquish rights to some of our
technologies, product candidates or products, or otherwise agree to terms unfavorable to us. In addition, we may be-requiredte
relinquish-forego part or all of potentially valuable rightste-streams of future payments (e. g., milestone and / or royalty
revenue streams-) to raise immediate capital to fund our operations and advance our development programs , such as in
the case of the-our royalty interest financing agreement and the Royalty Purchase Agreements we-entered-nto-inDeeember
2623~ Moreover, the lower our cash balance when we seek to raise additional capital, the more difficult, costly or dilutive to our
existing stockholders it may be for us to raise additional capital. We may be required to seek additional capital through
arrangements with collaborators at an earlier stage of development or commercialization of our technologies, product candidates
or products than otherwise would be desirable, in which case we may grant rights to our technologies, product candidates or
products on terms that may not be as favorable to us or grant rights that we would otherwise prefer to retain. If we raise capital
through new collaborations, strategic alliances or other similar types of arrangements, we may relinquish valuable rights to
future revenue streams. Licensing agreements likely would significantly reduce our control over the development or
commercialization of the licensed technology, product candidates or products, and our collaborators may become unable or
unwilling to devote adequate resources to realize their full potential value. If we obtain funding through grants from
governmental entities or private organizations, such parties may impose restrictions on our rights to technologies, product
candidates or products developed with such funding, obtain rights to license such technologies, product candidates or products to
third parties (e. g., if we are unable or unwilling to commercialize a product or make it available to certain patient populations in
a timely manner or at certain prices), or require future royalty or other payments if such technologies, product candidates or
products are commercialized. We have a limited operating history upon which to evaluate our business and prospects. The
development of drug and drug / device combination products in order to obtain regulatory approval is a highly speculative,
lengthy and expensive undertaking and involves substantial risk. We cannot accurately determine the duration and completion
costs of our development programs, or if, when and to what extent we will generate revenue from the-eemmeretalizattonofany
of ourproduetproducts eandidates-we develop . Other than XACIATO swhieh-wasreeently-eommeretally launched-by-our
eoHaberator-Organon-, we have not obtained any regulatory approvals for any of our product candidates, commercialized any of
our product candldates or generated any product revenue —We-a016 2 . 2 O

W atin We have not been
profitable since we commenced operations and may never achleve proﬁtablhty We devote slgnlﬁcant resources to licensing or
otherwise acquiring the rights to our product candidates and to research and development, or R & D, activities for them. We
Stnee-ineeption;-we-have inetrred-a hlstory of significant operating losses. As discussed above, we must raise additional capital
to finance our operations and remain a going concern and adequate additional capital may not be available to us on a timely
basis, or at all. #The Revenue Sharing Threshold may never be achleved and as a result we may not realize any future

income based ofe-- on sales of XACIATO OtH

We have entefed—rnte-sold our r1ght title an—and e*eluswe—mterest
in 100 % of the royaltles and potentlal mllestone payments we would otherwise have the right to receive under our
hcense agreement with Organon fe&t-he—eenﬁﬁereiahzaﬁen—based on net sales of XACIATO and—a-n—exeh&swe—heeﬂse-agreemen’e

y a ay-hetreceive any
future income based on net sales of XACIATO Wlll depend on whether the
Revenue Sharmg Threshold is reached which may eleetnot occur to-make-the-teense-grant-effeetiveregardliess-ofthe
. Hamrexelastve lieense-agreement Whether the Revenue Sharing Threshold is terminated
early-reached will depend , in part, on Organon’ s future commercial success with XACIATO, which is outside of or-our
trcontrol, and the successful development and commercialization of Ovaprene ts-and / or Sildenafil Cream, which are



subject to significant risks and uncertainties, some of which are outside of our control, as discussed elsewhere in this
Risk Factors section. To the extent we enter into licensing agreements for third- party commercialization of products we

develop, as is the case w1th XACIATO and Ovaprene —dees—ﬁet—beeeme—ftﬂ-}y—effeet-we— we expect may—fea-l-rze—eﬂ-l-y—a—s&ml-l-

rerhtes—w i d i ith-6 i 0 are-based primarily on
net sales Wthh Wlll be lars_ely 0uts1de of our control. In a typlcal blopharmaceutlcal llcensmg We—e*pee%@lﬂ—"l:e—s—&ﬂé

Ovaprene’s-valtie-to-us-tnderout— or “ partnering > deal, the biopharmaceutical company out- tieense-licenses technology
agreements-with-Organenrand Bayer;-assuming-the-other assets lieense-grant-fo Bayer-beeomes-effeetive-a third party in

exchange for future payments , to-be-generated-primarity-throtigh-the bulk of which (e. g., royalties and petential-eommeretat
milestorte-milestones payments;ireach-ease;) are conditional on the licensee successfully developing and / or

commercializing the licensed assets and determined based on net sales. Fhe-To the extent we enter into such licensing
agreements, the amount of net sales our products may generate, if any-approved for commercial sale . 1s-will be largely
outside of our control because marketing and sales activities will be conducted by the licensee and -t-he—produet pricing and costs
that impact net sales will be determined by the licensee. Gross sales can be greatly reduced by sales discounts and allowances,
which will alse-be determined by the-our licensee (or mandated by governmental entities) and-outside-ofoureontrel-. Sales
discounts may be particularly substantial for new products compared to established products to incentivize purchases and
promote customer loyalty. These factors would serve to reduce eur-the royalties payable to us and delay potential achievement
of commercial milestones and the corresponding milestone payments to us . [ a licensee eemmeretaleotaberator-has no or
limited commercialization success, or net sales are otherwise minimal due to pricing and discount structures, our financial
condition and operating results sewutd-could be negatively impacted and our need for additional capital could significantly
increase or be accelerated . Due to our exclusive license agreements with Organon and Bayer, assuming the license grant to
Bayer becomes effective, our royalty interest financing agreement, and the Royalty Purchase Agreements, XACIATO’ s
and Ovaprene’ s value to us will be based primarily on net sales, as determined under those agreements . In the future, we
may rely on revenues received from third- party licensees to fund our operations, and failure to receive such revenues, or receipt
of only minimal revenue, may cause us to, among other things: ¢ pursue raising additional funds through equity et debt or
other structured financings that could be dilutive to our stockholders or involve restrictive covenants, operational restrictions
and-, security interests in our assets , and / or relinquishing part or all of our rights to potentially valuable future revenue
streams ; * enter into new strategic collaborations that may be less favorable than those we would have obtained under different
circumstances; ¢ delay, reduce or terminate one or more development programs; * reduce headcount;  forgo opportunities to
expand our product portfolio; or * take other measures to reduce our expenses, pursue strategic transactions, such as a merger or
other business combination or sale of assets, file for bankruptcy, or cease operations. If one of our commercial collaborators
terminates its exclusive license agreement with us, our need for additional capital may significantly increase. We have
entered into an exclusive license agreement with Organon for the commercialization of XACIATO and an exclusive
license agreement with Bayer for the commercialization of Ovaprene, if approved for commercial sale. Each of these
license agreements may be terminated by the licensee for convenience upon the completion of a specified notice period,
subject to limited restrictions. Furthermore, under our agreement with Bayer, Bayer has no payment obligations to us,
unless, after reviewing the results of our pivotal clinical trial of Ovaprene, it elects, in its sole discretion, to make the
license grant under our agreement effective by making a $ 20. 0 million payment to us. If we do not successfully complete
a pivotal clinical trial of Ovaprene in a timely manner, the license grant may never become effective, and we may not
receive any additional payments from Bayer. Bayer may elect not to make the license grant effective regardless of the
outcome of the pivotal clinical trial. If an exclusive license agreement is terminated early, or in Ovaprene' s case, does not
become fully effective, we may realize only a small fraction of the potential value of the agreement to us, and we would
need to raise significant additional capital to pursue further development and commercialization of XACIATO or
Ovaprene, as applicable, or establish another commercial collaboration, which we may not be able to do on a timely
basis, on favorable terms, or at all. We have relied heavily on sales of our common stock to fund our operations, and our
future-ability to obtain additional capital through stock sales or other securities offerings may be more costly or dilutive to our
stockholders than in the past, or may not be available to us at all. Our ability to raise additional capital may be limited by a low
trading volume, stock price and market capitalization, as well as by laws, regulations and market conditions. We have relied
heavily on our ability to raise capital by selling shares of our common stock. For example, we raised an aggregate of
approximately $ 79. 1 million in gross proceeds in fiscal years 2021 and 2022 through the sale of shares of our common stock in
offerings made under a Form S- 3 “ shelf ” registration statement. Our ability to raise additional capital through sales of our
common stock or other securities offerings will depend on several factors, many of which may not be in our favor, including the
trading volume and volatile trading price of our common stock, our relatively low public float and market capitalization, our
potential inability to regain and maintain compliance with the listing requirements of the Nasdaq Capital Market, unfavorable
financial market conditions, and the other risks and uncertainties described in this “Risk Factors Z-section. If we are unable to
raise additional capital through the offering and sale of shares of our common stock, or securities convertible into or exercisable
for our common stock, on a timely basis or acceptable terms, or at all, we may seek additional capital through other third- party
sources that require us to relinquish valuable rights in our intellectual property, technologies, product candidates or future
revenue streams, or that subject us to restrictive covenants, operational restrictions or security interests in our assets, or we may
need to delay, scale back or eliminate some or all of our development programs, reduce other expenses, file for bankruptcy,
reorganize, merge with another entity, or cease operations. Using a shelf registration statement to conduct an equity offering to



raise capital generally takes less time and is less expensive than other means, such as conducting an offering under a Form S- 1
registration statement. We currently have a shelf registration statement effective, however, our ability to raise capital under a
shelf registration statement is, and may continue to be, limited by, among other things, current and future SEC rules and
regulations impacting the eligibility of smaller companies to use Form S- 3 for primary offerings of securities. For example, we
currently are subject to the" baby shelf rule" because the market value of our outstanding shares of common stock held by non-
affiliates, or our public float, was less than $ 75. 0 million at the time of filing this annual report on Form 10- K, calculated in
accordance with SEC rules. This means that we may use our shelf registration statement to raise additional funds only to the
extent that the aggregate market value of securities sold by us or on our behalf pursuant to Instruction I. B. 6. of Form S- 3
during the 12 calendar months immediately prior to, and including, the intended sale does not exceed one- third of the aggregate
market Value of our publlc ﬂoat calculated in accordance Wlth the lnstructlons to Form S 3. As—aﬂ—e*aﬂaple—as—e-ﬁM&feh%—’/—

If our abll1ty to offer securities under an effective shelf reglstrat10n statement is l1rn1ted 1nclud1ng by the baby shelf rule, we
may choose to conduct an offering of our securities under an exemption from registration under the Securities Act or under a
Form S- 1 registration statement. We would expect either of these alternatives to take more time and be a more expensive
method of raising additional capital relative to using our shelf registration statement. In addition, under SEC rules and
regulations, our common stock must be listed and registered on a national securities exchange in order to use a Form S- 3
registration statement (1) for a primary offering, if our public float is not at least $ 75. 0 million as of a date within 60 days prior
to the date of filing the Form S- 3 or a re- evaluation date, whichever is later, and (2) to register the resale of our securities by
persons other than us (i. e., a resale offering). While our common stock is currently listed on the Nasdaq Capital Market, there
can be no assurance that we can maintain such listing. See, “ Risks Related to Ownership of Our Seeunrities-Common Stock —
If we fail to regain and maintain compliance with the continued listing requirements of the Nasdaq Capital Market, our common
stock could be suspended and delisted, which could, among other things, limit demand for our common stock, substantially
impair our ability to raise additional capital and have an adverse effect on the market price of, and the efficiency of the trading
market for, our common stock, ”” below. Our ability to raise capital on a timely basis through the issuance and sale of equity
securities may also be limited by Nasdaq’ s stockholder approval requirement for any transaction that is not a public offering (as
defined in Nasdaq listing rules). For transactions other than public offerings, Nasdaq requires stockholder approval prior to the
issuance or potential issuance of common stock (or securities convertible into or exercisable for common stock) at a price per
share that is less than the" Minimum Price" if the issuance (together with sales by our officers, directors and substantial
shareholders (as defined in Nasdaq listing rules)) would equal 20 % or more of our common stock outstanding before the
issuance. Under Nasdaq rules, the" Minimum Price" means a price that is the lower of (i) the Nasdaq official closing price
immediately preceding the signing of the binding agreement; or (ii) the average Nasdaq official closing price of the common
stock for the five trading days immediately preceding the signing of the binding agreement. In addition, certain prior sales of
securities by us may be aggregated with any offering we may propose at a price that is less than the Minimum Price and which
is not considered a public offering by Nasdaq, further limiting the amount we could raise in the offering. Under Nasdaq rules,
stockholder approval is also required prior to the issuance of securities when the issuance or potential issuance will result in a
change of control of our company. Even if a public offering under Nasdaq rules is not subject to the 20 % limitation described
above, it may involve publicly announcing the proposed transaction befere-itis-eompteted-, which often has the effect of
depressing the market price of a company' s stock and could result in a reduced offering price. Accordingly, our existing
investors may suffer greater dilution if we seek to raise additional capital through such a public offering of our securities.
Obtaining stockholder approval is a costly and time- consuming process. If we must obtain stockholder approval for a potential
transaction, we would expect to spend substantial additional money and resources. In addition, seeking stockholder approval
would delay our receipt of otherwise available capital, which may materially and adversely affect our ability to execute our
business plan, and there is no guarantee our stockholders ultimately would approve a proposed transaction. Due in part to our
limited financial resources, we may fail to select or capitalize on the most scientifically, clinically or commercially promising or
profitable indications or therapeutic areas for our product candidates, we may be unable to pursue and complete the clinical
trials we would like to pursue and complete, and we may be unable to commence or complete clinical trials and pursue
regulatory approvals in accordance with our current timeline expectations. Our current financial and teehnteat-other resources
are limited and not sufficient to develop all of the product candidates to which we hold licenses or options to license. This may
affect our efforts to develop and bring to market the product candidates currently in our portfolio and any candidates we may
add to our portfolio in the future. Due to our limited resources, we have curtailed, and may be required to further curtail, certain
of our development programs and clinical and nonclinical development activities that might otherwise have led, or lead, to more
rapid progress in the development of our product candidates, or product candidates that we may in the future choose to develop.
We may make determinations with regard to the indications and clinical trials on which to focus our resources that result in our
realization of less than the full potential value of a product candidate. The decisions to allocate our research, management,
personnel and financial resources toward particular indications may not lead to positive clinical milestones or to the
development of viable commercial products and may divert resources from better opportunities. Similarly, our decisions to delay
or terminate development programs may also cause us to miss valuable opportunities, including the potential for some of our
product candidates to be first- in- category products. As a result of financial and other resource constraints, we may be unable to
commence or complete our planned clinical trials or prepare and submit applications for marketing approval of our product
candidates in accordance with our currently anticipated timelines. See also “ Risks Related to Product Research & Development
sand Regulatory Approval — Delays in the commencement or completion of clinical testing of eur product candidates we-are

developing-ormay-develop-inrthe-future-may occur due to any of a number of factors and could result in significantly increased
costs and longer timelines and could impact our ability to ever become profitable ” below “Wemens-health-has-historieatly



beenanunderfunded-seetordnrreeentyears;-a number of public companies focused in women’ s health have failed to achieve

expected commercial success and struggled to access sufficient capital. We are solely focused in women’ s health and may be
unfavorably impacted by weak investor sentiment and a lack of interest in the category Our ability to access capital and to
advance our candidates could be adversely impacted.We are solely focused in women’ s health,and primarily in the areas of
contraception, vaginal health,reproductive health,menopause, scxual health and ;petviepaim-fertility sinfeettous-disease-and
menepause-. The sector has historically been underfunded,with only about one percent of healthcare research and innovation in
the U.S. 1nvested in female spe01ﬁc Condltlons beyond oncology accordmg to market research. Netr—oneologte-women's-health
y e e ose-- The pereeived-eommeretal-fatlures
and-the-failure of the women’ s health sector to receive con51stent and commltted 1nvestment fuels investor sentiment that
market opportunities for new products in women’ s health are limited. Our stock price Whie-women's-health-reeently-has
reeetved-meore-attentton;-and Hrvestmentin-the-our ability to access additional capital on acceptable terms when needed may
be adversely impacted by unfavorable investor perception of market opportunities for women -’ s health products,and
our business,operating results,financial condition and prospects could suffer.Risks Related to Product Research &
Development and Regulatory Approval . Our cash could be adversely impacted if a financial institution with which we have
deposit or other accounts fails. Our cash and cash equivalents we use to satisfy our working capital and operating expense needs
are held in accounts at various financial institutions. The balance held in deposit accounts often exceeds the Federal Deposit
Insurance Corporation (“ FDIC ) deposit insurance limit or similar government deposit insurance schemes. Our cash and cash
equivalents could be adversely impacted, including the loss of uninsured deposits and other uninsured financial assets, if one or
more of the financial institutions in which we hold our cash or cash equivalents fails or is subject to other adverse conditions in
the financial or credit markets. For example, on March 10, 2023, Silicon Valley Bank was closed by the California Department
of Financial Protection and Innovation and taken into receivership by the FDIC. At that time, substantially all of our cash and
cash equivalents were held in accounts with Silicon Valley Bank and we could not access such accounts. While we were
afforded full access to our accounts on March 13, 2023 as a result of action taken by the U. S. Department of the Treasury, the
Federal Reserve and the FDIC under the systemic risk exception, there is no guarantee that the systemic risk exception will be
relied upon to provide access to uninsured deposits and other assets in the future in the event of the closure of a financial
institution, or that such access would be afforded in a timely fashion. Any loss of our cash or cash equivalents or any delay in
our access thereto could, among other risks, adversely impact our ability to pay our operating expenses, result in breaches of our
contractual obligations, or result in Vlolatlons of federal or state wage and hour laws 1f we are unable to pay our employees on a
timely basis. To date Wem e athy-, a number of public companies
focused in...... Product Research & Development and Regulatory Approval XACIATO is the etueﬁrst—and-only FDA- approved
product to emerge from our portfolio . The FDA’ s approval of XACIATO does not provide any assurance or predict that we
will be successful in developing or achieving regulatory approval efto market any other product candidate. If we are unable to
successfully conduct and complete development of and obtain regulatory approvals for our investigational products, which may
never occur, our business may fail and you could lose all or part of your investment. Historical success in clinical development
of and obtaining regulatory approval for a product candidate does not guarantee or predict future successful outcomes for other
investigational products. Each of our development programs is unique and subject to substantial uncertainty of success inherent
in pharmaceutical and biopharmaceutical development. Our current pipeline consists entirely of investigational products, which
we also refer to as product candidates, which means that they must successfully complete one or more clinical studies to be
considered for marketing approval and undergo a submission and review process with the FDA to obtain approval to be
marketed in the U. S., or a similar process with comparable regulatory authorities in other jurisdictions to be marketed anywhere
outside of the U. S. FDA or other regulatory authority approval may never be obtained . See also ITEM 1. “ BUSINESS —
Government Regulation — U. S. Government Regulation — FDA Review and Approval Process for Prescription Drugs,
FDA Review and Approval of Medical Devices, and FDA Review and Approval Process for Combination Products ” and
“— Government Regulation Outside the U. S. ” above . If we are unable to successfully complete development of and obtain
regulatory approvals for our product candidates, our business may fail and you could lose all or part of your investment. Clinical
development is a lengthy and expensive process with an inherently uncertain outcome. Failure to successfully develop and
obtain regulatory approval to market and sell our product candidates, and in particular, Ovaprene and Sildenafil Cream, would
likely adversely affect our business. Our business depends on the successful clinical development and regulatory approval of our
product candidates, and in particular, our lead product candidates, which may never occur. The product candidates we develop
require substantial clinical testing to demonstrate that they are safe and effective for their proposed uses. Clinical testing is
expensive, difficult to design and implement, can take many years to complete and its outcome is inherently uncertain. A failure
of one or more clinical trials could occur at any stage of testing. The outcome of preclinical testing and early clinical trials may
not be predictive of success of later clinical trials, and interim results of a particular clinical trial do not necessarily predict final
results of that trial. Accordingly, while some of our product candidates have undergone clinical trials and demonstrated positive
results, including Ovaprene and Sildenafil Cream, there is no guarantee of successful outcomes in current or future clinical
studies of these product candidates or of obtaining marketing approval for any of them. For example, while PCT clinical trials
have been used as a surrogate marker for contraceptive effectiveness and our PCT clinical trial of Ovaprene met its primary
endpoint, there is no guarantee Ovaprene will demonstrate contraceptive effectiveness in its ongoing pivotal Phase 3 clinical
study or demonstrate a level of contraceptive effectiveness that will enable it to compete effectively in the contraceptive
market . As another example, while data from we—bel-teve—t-he—ebjeetwes—e-f—our exploratory Phase 2b RESPON D study of

Slldenaﬁl Cream allows us to advance Slldenaﬁl Cream into w
ments-ofthe Phase 3 developmentpfogfa-m—foﬁSﬂdeﬂaﬁ-l-Gfeam— the
co- primary efﬁcacy endpomts of the Phase 2b study were not met and there is no guarantee that our planned Phase 3 clinical




studies , which will have the same co- primary efficacy endpoints used in the Phase 2b study, will be successful. The fact
that the active pharmaceutical ingredients in certain of our product candidates, including Sildenafil Cream, received regulatory
approval in other formulations and / or for other indications does not guarantee successful development of our product
candidates for their proposed intended uses. Clinical trials may never demonstrate sufficient %afety and effectrvene%% to obtain
the requrqrte regulatory approval% for our product candidates. an pteal-trie

chnrcal trrals 1nclud1ng our ongoing Phase 3 study of Ovaprene, may srgmﬂcantly impact our qtock price and our busmess
prospects If t-he—mterlm, prellmlnary or ﬁnal rewlts erlfrom our p-r-vetal—P—hase—Zv—chnrcal studles sfud-y—ef—@v&pfeﬂe—are not

1V i the medlcal commumty Phase—?v—s‘fudy—
program;-and potential collaborators we-maynotrealize-any

Wﬁeﬁ%w and iwerthe investment community, petential-eotaboratorsorthe FBA

wiew-the-topline-oreompleteresults-ofthe-study-as not positive, our stock prrce could decline significantly, our reputation may

suffer, and our ability to raise additional capital to continue to operate as a going concern and execute our business strategy
could be adversely impacted. If a product candidate fails to demonstrate adequate safety or effectiveness in a clinical
study, we may determine to delay, scale back or terminate the program, and we may not realize any return on our
investment in the program. Even if we conduct and complete clinical trials for our product candidates, we may not
obtain regulatory approval to market and sell any of them on the timelines we anticipate, or at all, which would have a
material adverse effect on our business and operations. Delays in the commencement or completion of clinical testing of our
product candidates may occur due to any of a number of factors and could result in significantly increased costs and longer
timelines and could impact our ability to ever become profitable. Clinical trials of our product candidates may not commence,
progress or be completed as expected. Delays could significantly impact our product development costs and timelines, as well as
a product candidate’ s market potential, if ultimately approved. The timing of initiation, conduct and completion of clinical trials
and other development activities for our product candidates may vary dramatically due to factors within and outside of our
control and is difficult to predict accurately. We may make statements regarding anticipated timing for-of clinical development
milestones, such as commencement, completion of enrollment, and / or availability of results from our clinical studies, but those
statements are predictions based on significant assumptions and the actual timing of achievement of development milestones
may differ materially from our predictions for a variety of reasons. The commencement of clinical trials of our product
candidates can be delayed for many reasons, including: * lack of adequate capital and the need to obtain additional funding; *
delays in obtaining guidance or authorizations from the FDA or foreign regulatory authorities; ¢ delays in obtaining approval
from the institutional review boards, or IRBs, of prospective clinical study sites; ¢ delays in finalizing the trial design as a result
of discussions with the FDA, foreign regulatory authorities, prospective clinical trial investigators or IRBs; ¢ delays in reaching
agreement on acceptable terms with prospective CROs and clinical trial sites; or ¢ inability to obtain sufficient quantities of
clinical product supplies from our contract manufacturers and suppliers. Once a clinical trial has begun, it may be delayed,
suspended or terminated by us, an IRB, the FDA or other regulatory authorities as a result of the occurrence of any of a number
of events or circumstances, including: ¢ failure to conduct the clinical trial in accordance with its protocol or regulatory or IRB
requirements; * slower than expected rates of participant recruitment and enrollment; ¢ higher than anticipated participant drop-
out rates; * failure of participants to use the investigational product as directed or to report data as per trial protocols; ¢ inspection
of the clinical trial operations or clinical trial site by the FDA or other regulatory authorities re%ulting in the imposition of a
clinical hold;  failure to achieve certain efficacy and / or safety standards; ¢ participants experiencing severe undesirable side
effects or other unexpected adverse events related-te-the-tnvestigational-produet-; « disruptions in or insufficient supply of
clinical trial material or inadequate quality of such materials; ¢ failure of our CROs or other third- party service providers to meet
their contractual obligations to us in a timely manner, or at all; or ¢ delays in quality control / quality assurance procedures
necessary for study database lock and analysis of unblinded data. Unexpected SAEs sertous-adverse-events-or other undesirable
side effects could arise during clinical development and interrupt, delay, or cause the termination of clinical trials, and require
us to conduct additional clinical and nonclinical studies that were not part of our development plan, which could significantly
increase the development costs and timeline for a program and adversely impact its value and our ability to continue product
development. These events may also cause our reputation to suffer and subject us to lawsuits. As discussed elsewhere in this
Risk Factors section, macroeconomic factors and events also have the potential to cause or contribute to significant delays in
commencement and completion of our clinical trials. Global supply chain disruptions and the subsequent effects thereof may
adversely affect the ability of contract manufacturers to manufacture and supply our clinical trial material. Our prospective or
contracted clinical trial sites may experience resource constraints, including staffing shortages, stemming from global or regional
issues, such as a pandemie-er-other-public health emergency , natural disaster, or worker strike , and become unable to
allocate adequate resources to reach agreements necessary to commence our clinical trials at their facilities or, even if
agreements are in place, to conduct our clinical trials. For ongoing clinical trials, macroeconomic factors or events, such as a
global pandemic, may result in lower than anticipated subject enrollment and completion rates, including because clinical trial
sites may temporarily close or reallocate resources away from clinical research, or study participants may withdraw prior to
receiving study treatment or discontinue their treatment or follow up visits to avoid medical settings or because they become
sick or must care for a sick family member. Significant clinical trial delays could have a material adverse impact on our
financial condition and results of operations by substantially increasing the costs of our development programs. Significant




clinical trial delays also could jeopardize our ability to meet obligations under agreements under which we license our rights to
our product candidates, allow other companies to bring competitive products to market before we do, shorten any period of
market exclusivity we may otherwise have under our patent rights, and weaken our negotiating position in discussions with
potential collaborators, any of which could impair our ability to successfully complete development of or commercialize our
product candidates, if ultimately approved. Any significant delays in commencement or completion of clinical trials of our
product candidates, or the suspension or termination of a clinical trial, could materially harm our business, financial condition
and results of operations. Delays in the manufacture of our clinical supplies as well as other supply chain disruptions could
postpone the initiation of or interrupt clinical studies, extend the timeframe and cost of development of our product candidates,
delay potential regulatory approvals and impact the commercialization of any approved products. The manufacture of our
product candidates is eemplexand-subject to compliance with extensive regulatory requirements , in some cases is complex ,
and in most cases we rely on single source contract manufacturers and suppliers. As a result, we face significant risks of
manufacturing and supply delays and disruptions that may be difficult and expensive to resolve and may cause substantial
delays in the development and regulatory approval of our product candidates or the commercialization of any approved product.
To date, our clinical- stage product candidates have been tested in a relatively small number of clinical study participants.
Significant scale- up of manufacturing will be required to provide adequate supplies of our product candidates for larger Phase 2
and Phase 3 clinical trials and may take longer and be more expenswe than anticipated . For example , potentialy-havingFor
exampler-the ongoing pivotal clinical study of Ovaprene will require far more clinical product supplies than were manufactured
for prior clinical and nonclinical studies combined.A substantial scale up in production of Ovaprene clinical supplies was
necessary to meet-support the ongoing Phase 3 clinical study —s—requﬁemenfs—of Ovaprene,whlch took longer and fequﬁed
was more ﬁme—aﬂd-expense-expenswe than antlclpated Jimpacting At
y e : y-oeetr—- our development fh&t—eﬁend—t-he—evefa-l-l—tlmehne a-nd-eest—te—eem-p}ete
t-he—sfud-y— Under our agreement w1th ADVA Tec,we are dependent on ADVA- Tec and its contract manufacturer,Poly-
Med,Inc.,for all Ovaprene clinical and commercial product supplies,and we do not control these third parties and have limited
influence the efforts and resources they expend to meet our supply requirements. Farthermeore;-Disruptions and delays in
scaling up manufacturing of our product candidates for later stage clinical studies may have a significant negative impact
on our development costs and timelines. We have, and we expect we will continue to, face multiple challenges as our contract
manufacturers scale their processes to provide supplies for larger clinical trials or commercial production including, among
others, potential difficulties with process scale- up, process reproducibility, stability and purity issues, compliance with cGMP,
lot consistency, and timely availability of acceptable raw materials. For example, the ongoing pivotal clinical...... pivotal clinical
study’ s requirements. The manufacture of our product candidates is subject to extensive regulation. The finished products (and
their APIs) used in clinical trials or approved for commercial sale must be manufactured in accordance with cGMP requirements
in the U. S. that are enforced by the FDA and must comply with applicable requirements of foreign regulatory authorities for
sales outside of the U. S. These regulations govern manufacturing processes and procedures, including record keeping and the
implementation and operation of quality systems to control and assure the quality of investigational products and products
approved for sale. Poor control of production processes can lead to the introduction of contaminants or to inadvertent changes in
the properties or stability of a product that may result in closure of the manufacturing facility for an extended period of time to
investigate and remedy the contamination or inadvertent change. In addition, deviations anywhere in the manufacturing process
could cause our product candidates to perform differently and affect the results of clinical trials. Further, even minor deviations
in the manufacturing process, including filling labeling, packaging, storage and shipping, and quality control and testing, may
result in shipment delays, lot failures, recalls or spoilage, and delay or disrupt our clinical studies or commercial supply of any
approved product. See also ITEM 1. “ BUSINESS — Government Regulation — U. S. Government Regulation — FDA
Review and Approval Process for Prescription Drugs, FDA Review and Approval of Medical Devices, and FDA Review
and Approval Process for Combination Products ” and “ — Government Regulation Outside the U. S. ” above. If our
contract manufacturers are unable to produce sufficient quantities of our product candidates (or their APIs) for clinical trials or,
if approved for commerecial sale , for commercialization at acceptable quality levels, our development and commercialization
efforts would be impaired, which could have a material adverse effect on our business, financial condition and results of
operations. As product candidates progress through the development process, it is not uncommon that manufacturing methods
are altered along the way in an effort to optimize yield, manufacturing batch size, minimize costs, achieve consistent quality and
results, or to comply with regulatory authority requirements. Any such changes carry risk that they will not achieve the intended
objectives. If and when changes are made to the manufacturing process of our product candidates (or their APIs), we may be
required by the FDA or foreign regulatory authorities to conduct bridging clinical or nonclinical studies or repeat one or more
clinical trials to demonstrate comparable identity, strength, quality and purity of the product candidate before and after such
changes, which could significantly increase development costs and delay regulatory approval or disrupt commercial supply.
These manufacturing and supply risks are similarly applicable to any product or product candidate we license to a commercial
collaborator and could adversely impact the timing or amount of potential milestone and royalty payments to us. In addition, our
cost of goods for our product candidates is at an early stage of development. The cost to manufacture our product candidates at
commercial scale is difficult to predict currently. We may need to alter the materials, equipment or processes for making our
product candidates in order to yield commercially viable products. As discussed above, manufacturing changes could increase
development costs and timing , delay regulatory approval or disrupt commerecial supply and may not achieve the intended
objectives. Manufacturing costs may negatively impact the commercial viability of our product candidates, if approved for
commercial sale . See also “ Risks Related to Our Dependence on Third Parties- We do not have, and we do not have plans to
establish, our own manufacturing capabilities and instead rely on third- party suppliers and manufacturers for clinical study
materials, including multiple single source suppliers and manufacturers. If these third parties do not perform as we expect, do




not maintain their regulatory approvals or become subject to negative circumstances, it could delay, prevent or impair our
product development or commercialization efforts, or those of our collaborators, and harm our business, ”” and “- In some cases,
we may be contractually required to obtain clinical or commercial product supplies from specific third parties or there may be a
limited number of third- party suppliers of raw materials and other components of our product candidates or future products,
which may heighten our dependence on those third parties ane-, increase the risk of manufacturing disruptions , and result in
higher development costs or costs of goods sold ” below. The factors contributing to female sexual dysfunction disorders,
including FSAD, are complex and there is limited clinical trial precedent from which to draw experience, making the
design and execution of a clinical trial that demonstrates effectiveness of Sildenafil Cream in treating FSAD more
inherently challenging and uncertain compared with investigational products for Many-many other conditions. There are
currently no FDA- approved pharmacologic treatments for FSAD and there is no precedent program to reference in the
design of our clinical trials for Sildenafil Cream. Female sexual dysfunction disorders in women vary in nature and may
be the result of a variety of physiological and psychological factors. Given the variability of factors contributing to the
underlying condition, and the product candidates betew-The-faetorseontributing-' attributes,clinical studies to evaluate
effectlveness in any subset of the condltlons under the umbrella of female sexual dysfunctlon d-tSﬁfdefS;lﬂelﬁdiﬂg—F—S-A—D;&l‘e

SexualDysfanetion-, such as FSAD ,are complex. Whlle we Worked with expelts to select ex1st1ng as well as dev elop nov el
patient reported outcome (PRO) instruments for our exploratory Phase 2b RESPOND study of Sildenafil Cream,tested the
potential PRO instruments in a content validity study,reviewed the results of that study with the FDA and aligned with the FDA
on the Phase 2b study design, there is no precedent program that has utilized these same endpoints in a Phase 3 study and
there is no assurance they will be adequate to detect a treatment effect.In addition, the Phase 2b RESPOND study proved
more difficult to enroll than anticipated given the enrollment criteria for the study,particularly the requirement that the partner
be enrolled in the study.Moreover,the Phase 2b RESPOND study did not demonstrate statistical significance for the co- primary
or secondmy etmdcy endpomts —al-t:hettgh—vw—deteﬂﬁ-med—t-hat—tep-l-me- Whlle post- hoc analyses of data from supported

d A ratysis-of-the Phase 2b RESPOND study data-identified
eert&rn—a subsets— subset of partlclpmts thdt dChleV ed el-mtea-l-}y—me&mﬁg-ftd-aﬁd—stdtlstleally significant improvement in one of
eertain-temsrelatingto-the co- primary efficacy endpoints of the study and data-frem-the planned Phase 3 study will be in
that subset of patients, the-there RESPOND-study-enabled-can be no assurance that Slldenaﬁl Cream w1ll be successful in
eompletion-of-anend—of—Phase2-meeting-with-thc planned FDA-and-ong
ofthe-Phase 3 study pregram-for-SHdenafil-Cream. Sildenafil Credm is deswned to work prlmarlly by increasing blood flow to
the genital tissue. Therefore,identifying and enrolling patients in our clinical trials of Sildenafil Cream for whom inadequate
blood flow to the genital tlssue is the prlmary ContrlbutOI to their arousa] d1s01de1 1S crmcal If we 1‘(111 to screen study
participants properly sand-nstes p Ats 3
to demonstrate effectiveness of Slldendhl Cledm ( onversely, t-lﬂy‘mg—te—sefeeﬂ—screenmg procedures etrt—p&&eﬂts—wrﬂa-d-rffereﬂ-t-
eontributing-faetors-may slow enrollment in a study,delay its completion and increase its costs.In our exploratory Phase 2b
RESPOND study,we experienced a slower than anticipated pace of enrollment given the enrollment criteria for the study,which
lengthened our original estimated timeline for the study. We may experience delays in future clinical studies of Sildenafil Cream
relative to our communicated expectations due to the novel nature of the studies and the complexities of the condition it is
intended to treat,which may significantly lengthen clinical study timelines,increase overall costs,and may lead to unfavorable
results. With respect to any clinical study of Sildenafil Cream,even if we can identify and enroll a sufficient number of women
for whom inadequate blood flow to the genital tissue is the primary contributing factor to their arousal disorder,there is no
guaranty-guarantee that the use of Sildenafil Cream will meanlngfully 1mp1me then sensatlons geﬂefa-l—feel-mgs—of arousal or
demonstrate statistically significant improvement ths W he-effeetive
Sildenafi-Cream-in the-study-will-adequately-eapture-their—- the gemt&l—&reusa-l—respeﬂse—prlmary or secondary efﬁcacy
endpoints of the study .We expect to conduct two Phase 3 studies to support an NDA for Sildenafil Cream.Given the multiple
factors contributing to arousal disorders and the novelty of the clinical endpoints that will be utilized to measure
effectiveness of Sildenafil Cream in treating FSAD,we may be required to conduct multiple clinical trials in large patient
populations,extending the timeline and increasing the cost of development for Sildenafil Cream,without any guarantee of
positive results.If we are unable to efficiently and successfully advance Sildenafil Cream through clinical
development,our business,operating results and financial conditional,as well as our stock price,could
suffer.Interim,topline and preliminary data from our clinical trials that we announce or publish from time to time may
change as more patient data become available and are subject to audit and verification procedures that could result in
material changes in the final data,and others , including ©vaprene-regulatory authorities ., may not agree with our
interpretation of study data.From time to time,we may publicly disclose interim,preliminary or topline data from our clinical
studies,which are based on a preliminary analysis of then- available data,and the results and related findings and conclusions are
subject to change following a more comprehensive review of the data related to the particular study or trial. We also make
assumptions,estimations,calculations and conclusions as part of our analysis of data,and we may not have received or had the
opportunity to fully and carefully evaluate all data.As a result,the topline results of clinical trials we report may differ from final




results reported for those studies,or different conclusions or considerations may qualify such results,once additional data have
been received and fully evaluated. Topline data also remain subject to audit and verification procedures that may result in the
final data being materially different from the preliminary data we previously published.As a result,topline data should be
viewed with caution until the final,complete data are available.Interim data from clinical trials are subject to the risk that one or
more of the clinical outcomes may materially change as patient enrollment continues and more patient data become

available. Adverse differences between preliminary or interim data and final data could significantly harm our business
prospects. There can be no guarantee that a favorable interim analysis wtH-will result in a favorable final result at the
completion of the clinical trial. Further, others, including regulatory authorities, may not accept or agree with or-our
assumptions, estimates, calculations, conclusions or analyses or may interpret or weigh the importance of study data
differently than we do,which could impact the value of the particular program,the approvability or commercialization of the
particular product candidate or product and our company in general.In addition,the information we choose to publicly disclose
regarding a particular study or clinical trial is based on what is typically an extensive set of data and analyses,and investors and
others may disagree with the information we determine is the material or otherwise appropriate information to include in our
public disclosure.Information we determine not to publicly disclose may ultimately be eenstdered-eombination-deemed
significant with respect to future decisions, conclusions, views, activities or otherwise regarding a particular produets—
product candidate,product or our business.If the topline data that we report differ from complete results,or if
others,including regulatory authorities,disagree with the conclusions reached,our ability to obtain approval for,and
commercialize,our product candidates may be harmed,which could harm our business,operating results,prospects or
financial condition.Our business depends on obtaining regulatory approval to market our product candidates in a timely
manner,in particular,FDA approval .The regulatory approval processes of the FDA and comparable foreign authorities are
expensive,lengthy,time- consuming,and inherently unpredictable.If we are not able to obtain regulatory approvals for our
product candidates,our ability to generate product revenue will be materially impaired.Our product candidates and the activities
associated with their development and commercialization,including their

design,testing, manufacture,release,safety,efficacy,regulatory

fllmgs 1ecordkeep1ng lqbelmg stomge approval '1dve1t1s1n ,promotlon sale and d1str1but10n ,are subject to Complehenswe

regulatory authorities s-rm-rla-r—te—eﬂrs—afry—e-ﬁwh-teh—may-lla\ e 1mpl1cat10ns for our proposed reguldtory authorization
pathways,could impact how investors and potential strategic collaborators view the development risks associated with our

product candidates.Changing testing or manufacturing requirements for our product candidates or for product candidates
deemed to be Comparable to ours mdy ddV ersely 1mpc1ct our financial resources,our development timelines and mdy harm the

Section 505 (b) (2) pathW'ly for most of our current product CdndlddteS i 2
Owvaprene;-and if that pathway is not available,the development of our product ¢ mdldates will l1l<ely tdl(e s1gn1llc"mtly
longer,cost significantly more and entail significantly greater complexity and risk than currently anticipated,and,in any case,may
not be successful. SeetterrWe intend to develop and seek approval for many of our product candidates,including Sildenafil
Cream,pursuant to the FDA’ s 505 (b) (2) efpathway.If the FBEA— FDA permits-determines that we may not use this

regulatory pathway, t-he—then we would need to seek regulatory approval via a “ full ” filing-ofan NDA-in-whieh-the

of the FDCA. -See—I—’PE—M—l—Thls would requlre us to conduct addltlonal clinical trlals and nonclinical test1ng,prov1de
additional safety and efficacy data and other information,and meet additional standards for regulatory approval . If this
were to occur,the time and financial resources required to obtain FDA approval,as well as the development complexity
and risk associated with these programs,would likely substantially increase,which could , which could inerease-the
eomplexity;eost-have a material adverse effect on our business and timeline-financial condition. In addition, Section 505
(b) (2) NDAs are subject to special requirements designed to protect the patent rights of sponsors of previously approved
drugs referenced in a Section 505 (b) (2) NDA, and the filing of a patent infringement lawsuit against us following our
submission of a 505 (b) (2) NDA could significantly delay any potential FDA approval of the NDA. Even if we are able to
utilize the Section 505 (b) (2) regulatory pathway for one for-- or more of our candidates, their— there is no guarantee this
would ultimately lead to faster product development and-regulatory-or earlier approvals— approval or commercial launch .
#c-In regard to Ovaprene, a change in the FDA’ s prior determination that CDRH would lead the review of a marketing
application for Ovaprene would adversely impact Ovaprene’ s development timeline and significantly raise our costs to
complete clinical development and obtain regulatory approval for Ovaprene. To the extent our...... Process for Combination
Products, ” above . Ovaprene is composed of both device and drug components and is considered a combination product by the
FDA. The process for obtaining FDA approval of Ovaprene will require compliance with complex procedures because
concordance between two centers of the FDA (CDRH and CDER) is necessary. See ITEM 1." BUSINESS — Government
Regulation — U. S. Government Regulation — FDA Review and Approval Process for Combination Products, ” above for
more information about the FDA review and approval process for combination products. Ovaprene previously underwent
a request for designation, or RFD, process with the FDA that determined that CDRH would lead the review of a PMA for



potential marketing approval of this product candidate. If the designation were to be changed to CDER, or if either center were
to institute additional requirements for the approval of Ovaprene, we could be required to complete clinical studies with more
patients and over longer periods of time than is currently anticipated. This would significantly increase the anticipated cost and
timeline to completion of Ovaprene’ s development and require us to raise additional funds. Based on discussions with the FDA,
we believe that if our ongoing pivotal clinical study of Ovaprene is successful, the FDA will not require additional clinical
studies to support the PMA for Ovaprene. However, the FDA may determine that the results of the study are not sufficiently
robust or convincing and require additional clinical and / or nonclinical studies prior to approval of Ovaprene. Because Ovaprene
is one of our lead product candidates, the impact of either a change in the lead FDA review center or the imposition of
additional, currently unplanned requirements for approval could be significant to us and have a material adverse effect on the
prospects for developing Ovaprene, as well as on our business and our financial condition. See also “ The commercial success
of...... without any guarantee of positive results. If we are unable to pursue efficiently and successfully advance Sildenafil
Cream through...... a timely manner, in particular, FDA approval via . The regulatory approval processes of the...... from the
FDA by another company pursuing the FDA' s 505 (b) (2) pathway fer— or, in the case of Ovaprene, through review of a
PMA by CDRH, new competitive products may reach the market more quickly than our product candidates identieat-to-or
stmtlar-te-ours-, any-of-which may have implications for our proposed regulatory authorization...... would likely substantially

1ncrease whlch could have a material adverse effeet—lmpact on our business-and-finanetat-eondition—The-DrugPriee

and in pfes-peets—Eveﬂ—ere—afe—&Hewed—te-pﬁfsue—the case of Ovaprene, review of a PMA by CDRH F—BA'—%(—)S—(—b)—(—Z—)

p&t-hwa-y— we cannot assure you that our product candidates W111 receive the requmte applovals for commercmhzatlon

eemp}e*rty—eest—and—&mehﬂe—for Ovaprene t-henedeve}epmem—&nd-fegu%ateiy&ppfeva{— To the extent our product Candldate§

meet the FDA’ s or any other regulatory authorlty s definition of a combination product,the regulatory approval requirements
can be more complex and costly because yin addition to the individual regulatory requirements for each component,e.g.,a drug
and a medical device,additional combination product regulatory requirements may apply. The cost and timeline for
development of product candidates determined to be combination products may be substantially greater than product
candidates that are not considered combination products. Sce also ITEM 1." BUSINESS — Government Regulation —
U.S.Government Regulation — FDA Review and Approval Process for Combination Products,” above —. Our clinical- stage
product candidates have only been tested in a small number of women over short periods of use and no data exists regarding a
potential increase in fetal abnormalities in pregnant women. If our clinical- stage product candidates, including Ovaprene and
Sildenafil Cream, are successful in their clinical development, we expect that women of child- bearing age will use them, and
potentially for many months or years. To date, human clinical studies of these product candidates have been for relatively short
periods of time and these product candidates lack safety data over longer periods of use. For example, while we believe the risk
of adverse fetal development from using these product candidates is low, the impact of these product candidates on fetal
development has not been studied and there are no adequate or well- controlled studies of these product candidates in pregnant
women. Thus, the risk of adverse fetal development from any one or more of these product candidates may be greater than
expected. Should any of these product candidates be shown to increase the risk of adverse fetal development, our ability to
develop those or other product candidates would be substantially impaired, our business prospects and operations eutd-could
be materially harmed, and we could also be subject to potential claims and lawsuits. Pre- clinical product candidates may set-be
walued-undervalued by investors and may be difficult to fund. Given their early stage of development and the lack of data,
many pre- clinical assets are often perceived as having low valuations by investors and potential strategic collaborators, such as
pharmaceutical companies. Our investment of time and resources in such assets may not be appreciated or valued. As a result, it
may be difficult for us to fund such programs. Additionally, past receipt of grant funding may not be predictive of our ability to
secure additional grants to fund further development of a program. Our portfolio includes several pre- clinical stage programs
and if they fail to be adequately valued by investors or potential strategic collaborators, our business, financial condition and
stock price may be adversely affected. Several of our product candidates are in pre- clinical stages of development and may
never advance to clinical development. Pre- clinical studies refer to a stage of research that begins before clinical trials (testing
in humans) can begin, and during which important feasibility, iterative testing and drug safety data are collected. Because of
their early nature, pre- clinical product candidates tend to carry a higher risk of failure as compared with clinical- stage assets.
Pre- clinical candidates must generate sufficient safety and efficacy data through in vitro studies, animal studies and a variety of
tests before they can be considered appropriate for testing in humans. The development risks, timeline and cost of pre- clinical




assets can be high because of the unknowns and absence of data. It can be difficult to identify relevant tests and animal models
for pre- clinical studies. Even if the results from our pre- clinical studies are favorable, we still may not be able to advance the
candidates into clinical trials. If pre- clinical studies of product candidates do not generate strong data, our pre- clinical stage
programs may never progress to clinical development and may prove to be worthless. The grants and other non- dilutive
funding awards supporting several of our development the PARE-—EARCHand-DARE-EBTprograms do not guarantee that
the pre- clinical or clinical development work being funded will be successful or that we will be able or will choose to fund
thetr- the elinteal-additional development work that will be required in the future to advance the product candidates
toward regulatory approval The grants sﬂppeﬁmg—pfe—e}nﬂe&kdeve}epmeﬁt—ef—BﬁkE-—lrﬁrRel—and DARE-EB T ineluding
the-other grant-agreemer A d o-$4 tieninrnon- dilutive funding fer-pre-supporting
development of several of our programs, mcludmg Ovaprene, DARE elinteal-development-ef HPV, DARE- PTBI,
DARE- LARCI, do-DARE- LBT, and activities to aid in the identification and development a novel non- hormonal
intravaginal contraceptive candidate, should not guarantee-provide any assurance that pre- clinical or clinical development
supported by that funding will be successful, or, even if we are successful with all specified development pre—ehinieat
activities, that we will be able or will choose to fund thet- the additional futare-elinteal-development work that will be
required to continue to advance the product candidates toward commercialization . Further, wwhile-wereeetved-aggregate
the grant agreements or other non- dilutive funding award agreements supporting these development programs
generally feature milestone- based payments or, in efappreximately-$28—4-milliontnderthe case of NIH 2624 DARE-
FARCHgrant-grants agreement-as-of Deeember31-, 2023-additional-payments are recelved in relmbursement eeﬂ&ngeﬂt-

upeﬁ—the—BARE—h%RGl—pfegrfﬂﬁ—s-aehtevement—of 9pe01ﬁed activities dev
ofts , and there is no assurance t-hes&m-r}es’feﬁes—vv‘ﬂ-l—be

aehteved—eﬁhat we w111 be able to achleve or 0therw1se demonstrate satisfaction of the specified development and
reporting milestones required to reccive addittonal-future payments under the agreements. Additionally, the
counterparties to these agreements may modify, suspend, discontinue payment of funds or terminate the agreements in
certain circumstances largely in their discretion. Accordingly, we may never receive future payments under these
agreements or realize the full potential amount of the grant or other funding award . Our existing product development and
commercialization collaborations are important to our business, and future collaborations may also be important to us. If we are
unable to maintain any of these collaborations, if these collaborations are not successful, or if we are unable to establish
additional strategic collaborations, our business and prospects may be materially harmed. We have limited resources and no
internal sales, marketing or distribution capabilities. A key aspect of our strategy is to establish collaborations with third parties,
such as large and mid- size pharmaceutical companies and other third parties with the relevant R & D and / or commercial
expertise and infrastructure , to help bring our product candidates to market. We currently do not expect to directly market, sell
or distribute any of our products that receive regulatory approval, and instead intend to enter into agreements with third parties to
market, sell and distribute and provide related support services for those products. For example, we have entered into out-
hcense agreement% with third paltle@ for the CommerClahzatlon of XACIATO and, 1f approved for commercial sale , Ovaprene
; ; ; . We intend to seek additional
qtrateglc collaboratlonq However, such strateglc collaboration opportunltles may not be available to us for a variety of
reasons. For example, certain potential pharmaceutical company collaborators have announced discontinuation or
significant reduction in their research and development efforts in women' s health therapeutics. To these-—- the extent we
do enter into strategic collaborations make-similar to our agreements for the commercialization of XACIATO and
Ovaprene, the successful development and commercialization of our products and product candidates may become partially
or entirely dependent upon the performance of third parties. By entering into strategic collaborations, we may relinquish
control over important elements of product development and commercialization, and the collaborator may fail to develop or
effectively commercialize the applicable products or product candidates. In addition, in the case of commercial collaborations,
our product revenues ymay be lower than if we were to sell and distribute products that we develop ourselves. Our existing
collaborations, and any future strategic collaborations we establish, involve significant risks to the success of the product,
including that: ¢ collaborators may have significant discretion in determining the efforts and resources that they will apply to
these collaborations; ¢ collaborators may not perform their obligations as expected; ¢ collaborators may not pursue development
or commercialization of a product or product candidate or elect not to continue or renew a collaboration based on clinical or
nonclinical study results, changes in the collaborators' strategic focus or available funding, or external factors, such as an
acquisition, a public health emergency, or macroeconomic events or conditions, that cause them to divert resources to other
initiatives or create competing priorities; * collaborators may refuse to perform clinical studies or other development work
required for approval in a particular jurisdiction outside the U. S.; ¢ collaborators may delay or stop clinical studies, provide
insufficient funding for or abandon a clinical program, repeat or conduct new clinical studies or require a new formulation of a
product or product candidate for clinical testing; ¢ collaborators could independently, or together with third parties, develop and
commercialize products that compete directly or indirectly with our products or product candidates if the collaborators believe
that competitive products are more likely to be successfully developed or can be commercialized under terms that are more
economically attractive than ours; ¢ collaborators with marketing and distribution rights to one or more of our products may not
commit sufficient resources to the marketing and distribution of such product or products; ¢ disagreements with collaborators,
including disagreements over proprietary rights, contract interpretation, or product development or commercialization strategy,
might cause delays or termination of the research, development or commercialization of our products or product candidates,
might lead to additional responsibilities for us with respect to products or product candidates, or might result in litigation or
arbitration, any of which would be time- consuming and expensive; ¢ collaborators may not properly maintain or defend our
intellectual property rights or may use our proprietary information in such a way as to invite litigation that could jeopardize or




invalidate our intellectual property or proprietary information or expose us to potential litigation; ¢ collaborators may infringe
the intellectual property rights of third parties, which may expose us to litigation and potential liability; ¢ collaborators may
violate, or be investigated for potentially violating, health care compliance and related laws and regulations, which may expose
us to litigation, enforcement actions or inquiries, or other potential liability; and ¢ collaborations may be terminated for the
convenience of the collaborator and, if terminated, could significantly delay product development and commercial launch and
increase the cost to us to pursue further development or commercialization of the applicable product or product candidate. For
example, our out- license agreements for XACIATO and Ovaprene and the CRADA with NICHD may be terminated by the
counterparty for convenience upon the completion of a specified notice period, subject to limited restrictions. If a collaborator
terminates its agreement with us or if a collaboration does not result in the successful development of any product candidates
and / or commercialization of any approved products, we may not receive any future royalty revenue, commercial milestones or
other revenues under the collaboration, our development programs may not be funded as we expect, and our ability to establish
another collaboration for the applicable product or product candidate may be negatively impacted. We may be unable to replace
any commercial collaborator with an alternate third party on a timely or commercially reasonable basis, or at all. See also,
Risks Related to Our Financial Position and Capital Needs- If one of our commercial collaborators terminates its exclusive
license agreement with us or fails to perform as expected, our need for additional capital may significantly increase, *” above and
“We rely on, and intend to continue to rely on, third parties for the execution of significant aspects of our product development
programs. Failure of these third parties to successfully carry out their contractual duties, comply with regulatory requirements
and applicable law, or meet expected deadlines may cause significant delays in our development timelines and / or failure of our
programs, ”’ below. Moreover, the risks relating to product development, regulatory approval and commercialization and
compliance with health care related laws and regulations described in this report also apply to the actlvmes of our collaborators.
-E-xeept—Organon has global commerc1al rlghts to XACIATO he-extent-o y ; Re-payments-tn

; ek e A d 0 6 ofis-. There is no assurance that commercialization
of XAClATO in the U. S. w1ll be successful or that Organon W1ll pursue development and commercialization of XACIATO
outside of the U. S. The-ameunt-As discussed elsewhere in this Risk Factors section, as a result of the traditional royalty
purchase agreement and-milestone-payments-we entered into with XOMA, whether we receive any future income based
on net sales of XACIATO will reeetve-tinder-depend on whether the Heense-agreement-Revenue Sharing Threshold is
uneertainrreached, which will depend, in part, on Organon' s future commercial success with XACIATO, which is outside
of our control . Apart from Organon' s diligence obligation under our license agreement, we have no control over the efforts
and resources Organon devotes to the marketing and sale of XACIATO. The occurrence of any of the risks described above
could negatively impact the commercial success of XACIATO and have a material adverse effect on our business, financial
condition and results of operations . Termination of the CRADA by NICHD...... price of our common stock to decline. We face
significant competition in seeking strategic collaborations. Collaborations can also be complex and time- consuming
arrangements to negotiate and document. If we are unable to reach agreements with suitable collaborators on a timely basis, on
acceptable terms, or at all, we may have to curtail the development of a product or product candidate, reduce or delay one or
more of our other development programs, delay or reduce the scope of any commercial readiness activities, delay
commercialization, or increase our expenditures and undertake development or commercialization activities at our own expense.
Our success in entering into a definitive agreement for any collaboration will depend upon, among other things, our assessment
of the prospective collaborator’ s resources and expertise, the terms of the proposed collaboration and the proposed
collaborator’ s evaluation of several factors. Those factors may include the design and outcomes of our clinical studies, the
likelihood of approval by regulatory authorities, the potential market for the product, the costs and complexities of
manufacturing and delivering such product to customers, the potential of competing products, the strength of the intellectual
property and other potential sources of market exclusivity for such product, the market performance of other products we
developed, and industry and market conditions generally. The prospective collaborator may also have opportunities to
collaborate with third parties on products or technologies that would compete with our products or product candidates and will
evaluate whether those opportunities are more attractive than a collaboration with us. We face competition in our search for
collaborators from other biotechnology and pharmaceutical companies worldwide, many of which are larger and able to offer
more attractive deals in terms of financial commitments, contribution of human resources, or development, manufacturing,
regulatory or commercial expertise and support. Inadequate capitalization of our company, or the perception thereof, could
negatively affect our negotiating leverage in transactions. We may also be restricted under existing collaboration agreements
from entering into other collaborations on certain terms with other potential collaborators. For example, the terms of our
exclusive license agreement also provide Organon exclusive worldwide rights of first negotiation for specified potential future
products of ours, which may increase the complexity and time required, or otherwise inhibit our ability to transfer, license,
sublicense, assign, grant or otherwise dispose of any rights in those potential future products to a third party, and lead to delays
in their development and commercialization. If we are not successful in attracting collaborators, entering into collaborations on
acceptable terms and maintaining our collaborations for the products we develop, we may not complete development of or
obtain regulatory approval for such products and product candidates, or if we obtain regulatory approval, commercial launch
may be delayed and market penetration could be limited. In such event, our ability to generate revenues from such products and
achieve or sustain profitability would be 51gn1ﬁcantly h1ndered Wthh Would matenally harm our business and ﬁnanc1al
condition. Termmatwnof W W sting-partietpants-are-eom b he-study-ts-eomp




CRADA by NICHD or by us could 51gn1ﬁcantly delay the conduct and / or eﬂsufe-completlon of t-hey» the Phase 3 study of
Ovaprene and significantly rema 0 P whieh-eould-increase the tine
overall tlmellne and eost-costs S-to-eomp he-s ' i i A P

v y et-eompletiono for fesu-}ts—development of Ovaprene t-he—study— Though the CRADA
has a ﬁve year term eﬂd-rﬂg—tﬂ%@%é— either party rnay terminate it for any reason or for no reason upon 30 days prror written
notrcetotheotherparty erminationo N v ts-e sionifieantls ! o i

CRADA is terrnrnated before completron of the Phase 3 study of Ovaprene NICHD will cooperate with us to transfer the data
and the conduct of the study to us or our designee and will continue to conduct the study for so long as necessary to enable such
transfer to be completed without interrupting the study.If we terminate the CRADA before the completion of any active study
protocol,we generally will be responsible for providing sufficient clinical supplies of Ovaprene to NICHD in order to complete
the study.NICHD may retain and use the cash payments we have made under the CRADA for up to one year after expiration or
termination to cover costs associated with the conduct of activities described under the research plan in the CRADA that were
initiated prior to expiration or termination .If we fail to make any scheduled payment to NICHD under the CRADA,NICHD
is not obligated to carry out R & D activities until it receives the funds.We have paid NICHD $ 5.0 million under the
CRADA to date.Under the terms of the CRADA,a final payment of $ 0.5 million was due in the second quarter of
2023.Pursuant to our discussions with NICHD,we expect to make the final payment in the third quarter of 2024
.Suspension by NICHD of activities under the CRADA or termination by NICHD or by us of the CRADA could have a material
adverse effect on the Phase 3 study of Ovaprene and on our business,results of operations and financial condition,and may
cause the market price of our common stock to decline We do not have, and we do not have plans to establish, our own
manufacturing capabilities and instead rely on third- party suppliers and manufacturers for our clinical study supplies, including
multiple single source suppliers and manufacturers. If these third parties do not perform as we expect, fail to maintain their
regulatory approvals or become subject to negative circumstances, it could delay, prevent or impair our product development or
commercialization efforts, or those of our collaborators, and harm our business. We do not own or operate, and we currently
have no plans to establish, facilities for manufacturing, storage and distribution, or testing of product candidates. We rely and
expect to continue to rely on third parties to supply and manufacture our product candidates and other materials necessary to
commence and complete pre- clinical testing, clinical trials and other activities required for regulatory approval of our product
candidates, including qualification of equipment, developing and validating methods, defining critical process parameters,
releasing component materials, and conducting stability testing. In addition, we expect to continue to rely on third parties for
commercial production and supplies of any future products. This reliance on third- party manufacturers and suppliers subjects us
to inherent uncertainties related to product safety, availability, quality and cost. Our product candidates (including their
component materials) must be manufactured, packaged, tested, and labeled in accordance with our specifications and in
conformity with cGMP and other applicable regulatory requirements, which requires dedication of substantial resources to
specialized personnel, facilities and equipment and sophisticated quality assurance, quality control, recordkeeping procedures.
While our employees and consultants monitor and audit our CMOs’ manufacturing processes and systems, we have limited
control over our CMOs and they may fail to perform as expected. The facilities and quality systems of CMOs who produce our
product candidates and their APIs must pass a pre- approval inspection for compliance with applicable regulations as a condition
of FDA approval. Failure to pass inspections, or to timely remediate any compliance issues identified by the FDA, could
substantially delay marketing approval. As long as we are the product candidate sponsor or the holder of the product approval or
manufacturer of record with the FDA or other regulatory authority, we are ultimately responsible for compliance with
regulatory requirements for manufacturing and distribution of our product candidates and any future approved products,
regardless of our lack of control over our third- party manufacturers and suppliers. Failure of those third parties to comply with
c¢GMP and other applicable regulatory requirements may result in fines and civil penalties on us, suspension of production,
delay or failure to obtain product approval, product seizure or recall, or withdrawal of product approval. Our CMOs and
component suppliers may experience delays in producing and supplying, or may become unable or unwilling to produce and
supply, our clinical trial material or commercial supply material due to financial or personnel constraints, their obligations to, or
their decision to prioritize the production and supply of products for, other customers, partial or full loss of their facilities, or
supply chain disruptions, including as a result of geopolitical conflicts, macroeconomic events or conditions, natural or
manmade man—made-disasters, or public health emergencies such as the COVID- 19 pandemic. For example, our single source
CMO for Ovaprene is located in an area of the U. S. that is vulnerable to tropical storms, hurricanes, flooding and tornadoes,
which have potential to render its facilities inoperative for protracted periods. One or more of our CMOs may fail or be unable
to perform at a time that is costly or inconvenient for us. We may not have adequate or any recourse against a CMO or supplier
who does not perform or terminates its agreement with us if such non- performance or termination is excused under the
applicable agreement. We do not have long- term supply agreements with any of our CMOs or raw materials suppliers . We
generally enter into manufacturing agreements on a project- by- project basis based on our development needs, which may
heighten the risk of timely availability of sufficient quantities of our product candidates at acceptable costs for clinical trials. For
example, we do not have any long- term manufacturing or supply agreements with the CMO from which we plan to
obtain clinical supplies for our first Phase 3 clinical study of Sildenafil Cream or with the current supplier of the API for
Sildenafil Cream. Future supplies of Sildenafil Cream or the raw materials required to produce it may be more difficult
and costly to obtain because we do not have long- term supply contracts, which could make us more vulnerable to
significant price increases. As we advance development of our product candidates, we will need to negotiate agreements for
commercial supply and we may not be able to reach agreement on a timely basis or acceptable terms, or at all. In addition, the
FDA or regulatory authorities outside of the U. S. may require that we have an alternate manufacturer of a product before



approving it for marketing and sale in the U. S. or other jurisdiction, and securing such alternate manufacturer before approval
of a marketing application could result in considerable additional time and cost prior to product approval. Currently, we do not
have alternative CMOs or API suppliers to back up our primary vendors of clinical trial material. Identification of and
discussions with other vendors may be protracted and / or unsuccessful, or new vendors may not be successful in producing the
same results as our current vendors on a timely basis at the appropriate volumes, at an acceptable cost, or at all. Therefore, if the
current vendors become unable or unwilling to perform their required activities, we could experience protracted delays or
interruptions in the supply of clinical trial material or any future approved product for commercial sale, which could materially
and adversely affect our development programs, commercial activities, operating results, and financial condition. Any new
CMO or API supplier would be required to qualify under applicable regulatory requirements. In some cases, the technical skills
or technology required to manufacture our clinical trial material or commercial material may be unique or proprietary to the
original CMO or supplier and we may have difficulty, or there may be contractual restrictions prohibiting us from, transferring
such skills or technology to another third party and a feasible alternative may not exist. These factors would increase our
reliance on such CMOs and suppliers or require us to obtain a license from them in order to have another third party
manufacture our product candidates or any future approved product. If we are required to change manufacturers for any reason,
we will be required to verify that the new manufacturer maintains facilities and procedures that comply with quality standards
and with all applicable regulations and guidelines. In some cases, the FDA or a foreign regulatory authority may require us to
conduct additional clinical or nonclinical studies, collect additional stability data, and provide additional information concerning
any new CMO or supplier, or change in a validated manufacturing process, including scaling- up production, before we could
distribute products from that manufacturer or supplier or revised process. The process of identifying, verifying and transitioning
to a new CMO or supplier could significantly delay development or regulatory approval of our product candidates or delay or
disrupt commercialization of any approved product and substantially increase costs or result in significant loss of product sales
and associated revenue. If our CMOs encounter difficulties or otherwise fail to comply with their contractual obligations or there
are delays entering commercial supply agreements, we may have insufficient quantities of material to support ongoing or
planned clinical trials or to meet commercial demand for any approved product in the future. In addition, any delay or
interruption in the supply of materials necessary or useful to manufacture our product candidates could delay the completion of
our clinical trials, increase the costs associated with our development programs, and depending upon the period of delay, require
us to terminate the clinical trials completely and commence new clinical trials at significant additional expense. Delays or
interruptions in the supply of commercial product could result in increased cost of goods sold and lost sales. Manufacturing or
quality control problems may arise in connection with the manufacture of our clinical trial material or future approved product
and CMOs may not be able to maintain the necessary governmental licenses and approvals to continue their manufacturing
services for us. In addition, with respect to any finished product or key components manufactured outside the U. S., such as the
API for Sildenafil Cream, which is sourced from a supplier located in India, we may experience interruptions in supply due
to shipping or customs difficulties or regional instability. Furthermore, future ehanges—ircurrency fluctuations, increased
shipping costs, or #mpert-new or increased U. S. tariffs and trade disputes with other countries could increase our clinical
development costs, and ultimately, our cost of goods sold, which could adversely affeeteestofgoodssold-impact our
operating results and financial condition . Any of the above factors could cause us to delay or suspend anticipated or ongoing
clinical trials, regulatory submissions or commercialization of a product candidate, entail higher costs, or result in being unable
to effectively commercialize an approved product. Our dependence on third parties for the manufacture of our product
candidates or future approved products may adversely affect our future profit margins and our ability to commercialize any
products that receive rnarketlng approval ona tlrnely and Competmve ba51s Similarly, while Organon assumed manufacturing
responsibility for now-ho provat-a ha XACIATO manufacturing responstbilities-to
Organon-from us in December 2023 Commer01al productlon and supply of XACIATO remains subject to comparable
manufacturing risks as described hereln, and any interruption in the commercial supply of XACIATO that directly or indirectly
results in significant loss of product sales could have a material adverse effect on the-future payments we may receive under ot
Heense-the traditional royalty purchase agreement we entered into with XOMA . In some cases, we may be contractually
required to obtain clinical or commercial product supplies from specific third parties or there may be a limited number of third-
party suppliers of raw materials and other components of our product candidates or future products, which may heighten our
dependence on those third parties and-, increase the risk of manufacturing disruptions , and result in higher development costs
or costs of goods sold . Our agreement with ADVA- Tec restricts our ability to engage a manufacturing source for Ovaprene
other than ADVA- Tec during Ovaprene' s development period as well as following regulatory approval, subject to limited
exceptions. If ADVA- Tec fails to provide sufficient clinical supply of Ovaprene on anticipated timelines, our ability to
complete clinical development and seek regulatory approval of Ovaprene could be significantly delayed. A substantial scale up
in production of Ovaprene clinical supplies was necessary to support the ongoing Phase 3 clinical study of Ovaprene, which took
longer and was more expensive than anticipated, and if Ovaprene receives marketing approval, further substantial
manufacturing scale up will be necessary. If Ovaprene receives marketing approval, failure by ADVA- Tec to provide sufficient
commercial product quantities at reasonable costs could have a significant adverse effect on our revenue and ability to become
profitable. Furthermore, for some key raw materials and components of Ovaprene, there currently is only a single source of
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requirertents—\We rely on, and 1nlmd to continue to rely on, third parties for-the-to conduct our c11n1cal and nonchnlcal
studies and exeettien-execute efother significant aspects of our product development programs. Failure of these third parties
to successfully carry out their contractual duties, comply with our clinical protocols or regulatory requirements and applicable
law, or meet expected deadlines may cause significant delays in our development timelines and / or failure of our programs. Our
business model relies on the outsourcing of important product development functions, tests and services to third parties. We
rely on CROs, medical institutions and-otherspeetatistproviders-, clinical investigators, laboratories , vendors and
consultants to conduct all of our clinical trials and perform nonclinical testing. These third parties play a significant role
in the conduct and timing of our clinical and nonclinical studies and the collection, management and analysis of study
data, which are critical to our business. In addition, we have relied, and expect in the future to rely, on third parties to
assist us in preparing, submitting and supporting the applications necessary to gain marketing approvals for our product
candidates . e rely-enter into agreements with these third parties governing their work for us, but we do not control
them and have limited influence over their actual performance. They may not devote sufficient time and resources to our
projects, or their performance may be substandard, resulting in clinical trial delays, suspensions or terminations, delays
in submission of our marketing applications, failure of a regulatory authority to accept our applications for filing or
receipt of a CRL. The performance of these third parties may also be negatively impacted by macroeconomic factors,
geopolitical conflicts or events, natural or manmade disasters, public health emergencies, information system and
cybersecurity incidents, and workforce challenges. In addition, these third parties may have relationships with
companies developing competitive products and prioritize a competitor’ s clinical or nonclinical studies or regulatory
affairs activities over their work for us, which could harm our competltlve pos1tlon. Because of our dependence on these

hnd pamcs to-conduet-our-ehinteat-trials-and-performrelated-aetivities—, 11

- ; and-if they fail to meet expected deadllnes, adhere to our
study protocols, meet regulatory and legal requirements, or otherwise perform as-expeeted-in a substandard manner , we
could suffer significant delays and additional costs in, and potentially failure of, the development of one or more of our product
candidates. Thereis-alse-no-assuranee-Our CROs, study sites and other consultants generally have the right to terminate
their agreements with us without cause upon the completion of a specified notice period, subject to limited restrictions. If
any of our relationships with these third parties terminate, we may not be able to enter into arrangements with alternative
third parties on commercially reasonable terms, in a timely manner, or at all. Switching or adding additional CROs,
study sites, and other third party service providers due to substandard or inadequate performance or termination of a
relationship involves additional cost and requires our management’ s time and focus. In addition, there is a natural
transition period when a new CRO commences work. As a result, delays occur, which can materially impact our ability
to meet our communicated clinical development timelines. Though we work to carefully manage our relationships with
our CROs, study sites, and other third parties, we have encountered challenges and delays in our clinical and nonclinical
studles asa result of performance issues in the past and there can be no assurance that we will not encounter challenges




candldateq depend% upon maintaining rights granted to us under hcenqe agreements with third parties. The loss or impairment of
our rights under our in- license agreements relating to XACIATO or our product candidates could have a material adverse effect
on our business prospects, operations and viability. We have rights to develop and commercialize XACIATO and our product
candidates under license agreements between us and third- party licensors. The loss or impairment of these rights, including as a
result of our inability or other failure (or that of our licensors, in the case of sublicenses) to meet our obligations under any one
of such license agreements, including, without limitation, our payment obligations, could have a substantial negative effect on
our business and prospects. In December 2018, we entered into definitive agreements with Hammock Pharmaceuticals, Inc.,
TriLogic Pharma LLC and MilanaPharm LLC under which we acquired exclusive global rights to XACIATO for the treatment
of bacterial vaginosis, as well as the rights to utilize the underlying proprietary hydrogel drug delivery technology for any
vaginal or urological application in humans. Under the license agreement with TriLogic Pharma and MilanaPharm, we must use
commercially reasonable efforts and resources consistent with those we undertake in pursuing development and
commercialization of other pharmaceutical products, taking into account program- specific factors, (a) to develop and
commercialize at least one licensed product or process in the United States and at least one licensed product or process in at least
one of Canada, the United Kingdom, France, Germany, Italy or Spain, and (b) following the first commercial sale of a licensed
product or process in any jurisdiction, to continue to commercialize that product or process in that jurisdiction. In addition to
customary termination rights, MilanaPharm may terminate our license with respect to a licensed product or process in a country
if, after having launched such product or process in such country, we, or our affiliates or sublicensees, as applicable, discontinue
the sale of, or commercially reasonable marketing efforts to sell, such product or process in such country, and fail to resume such
efforts or to reasonably demonstrate a strategic justification for the discontinuation and failure. See ITEM 1." BUSINESS-
Strategic Agreements for Pipeline Development- Hammock / MilanaPharm Assignment and License Agreement, ”” above. We
entered into a license agreement with ADVA- Tec for the exclusive worldwide rights to develop and commercialize Ovaprene
that became effective in July 2017. In addition to standard termination rights, ADVA- Tec may terminate the license agreement
if we (1) fail to make significant scheduled investments in product development activities over the course of the agreement, (2)
fail to commercialize Ovaprene within six months of obtaining a pre- market approval from the FDA, (3) with respect to the
license in any particular country, fail to commercialize Ovaprene in that particular country within three years of the first
commercial sale, (4) develop or commercialize a non- hormonal ring- based vaginal contraceptive device other than Ovaprene,
(5) fail to conduct certain clinical trials, or (6) fail to make certain milestone, sublicense and / or royalty payments to ADVA-
Tec. See ITEM 1." BUSINESS- Strategic Agreements for Pipeline Development- ADVA- Tec License Agreement," above. In
February 2018, we entered into a world- wide license and collaboration agreement with SST for the exclusive worldwide rights
to develop and commercialize Sildenafil Cream for all indications for women related to female sexual dysfunction and / or
female reproductive health, including treatment of FSAD. The SST license agreement provides that each party will have
customary rights to terminate the agreement in the event of material uncured breach by the other party and under certain other
circumstances. The SST license agreement provides SST with the right to terminate it with respect to the applicable SST
licensed products in specified countries upon 30 days’ notice if we fail to use commercially reasonable efforts to perform
development activities in substantial accordance with the development plan contained in the SST license agreement, or any
updated development plan approved by the joint development committee, and do not cure such failure within 60 days of receipt
of SST” s notice thereof. See ITEM 1." BUSINESS- Strategic Agreements for Pipeline Development- SST License and
Collaboration Agreement, ”” above. In April 2018, we entered into the Catalent license agreement under which we acquired
exclusive global rights to Catalent' s IVR technology platform, including the product candidates we now call DARE- HRT1,
DARE- FRT1, and DARE- PTB1. Under this agreement, we must use commercially reasonable efforts to develop and make at
least one product or process available to the public, which efforts include achieving specific diligence requirements by speetfie
dates specified in the agreement, and Catalent may terminate the agreement upon 60 days’ notice for any uncured material
breach by us of any of our other obligations under the agreement. See ITEM 1." BUSINESS- Strategic Agreements for Pipeline
Development- Catalent JNP License Agreement , ” above. In May 2018, we completed our acquisition of Pear Tree and
obtained exclusive global rights to certain patents and know- how to develop and commercialize a proprietary
formulation of tamoxifen for vaginal administration, which led to our DARE- VVA1 program. Under the applicable
license agreements, as amended, we are required to use commercially reasonable efforts or reasonable best efforts to
bring licensed products and processes to market, which include achieving specified milestones. The licensors may
terminate the agreements for failure to make certain payments due to the licensors and any uncured material breach or
default, including breach of our diligence obligations. See ITEM 1." BUSINESS- Strategic Agreements for Pipeline
Development — Pear Tree Acquisition and License Agreements, ” above. In August 2023, we entered into a license
agreement with Douglas for exclusive rights to develop and commercialize a lopinavir and ritonavir combination soft gel
vaginal insert for the treatment of CIN and other HPV- related pathologies, and commenced our DARE- HPV program.
Under this agreement, we must use commercially reasonable efforts to develop and introduce to market at least one
product or process, which efforts include achieving specific diligence requirements by dates specified in the agreement.
Douglas may terminate the agreement for any uncured failure to make certain payments, any uncured material failure
to fulfill our diligence obligations, or any other uncured material breach of our other obligations under the agreement.
See ITEM 1." BUSINESS- Strategic Agreements for Pipeline Development — Douglas License Agreement / The



University of Manchester Stand- by Direct License Arrangement , ” above. [f we do not meet our obligations under our
license agreements in a timely manner, some of which require the expenditure or payment to the licensor of significant amounts
of cash, or if we are unable to obtain an extension of deadlines for satisfying our obligations, we could lose our rights under
these agreements. Moreover, because some of our rights to XACIATO and our product candidates are sublicensed to us, our
license agreements may be terminated or we may otherwise lose rights to intellectual property underlying our product or product
candidates in the event of termination or loss of rights by our licensors, which may be outside of our control. There is no
assurance that we would be able to renew or renegotiate license agreements on acceptable terms, or at all, if our existing license
agreements (or the underlying agreements in the case of sublicenses) are terminated. Furthermore, we cannot guarantee that any
license agreement will be enforceable. The termination of these license agreements or our inability to enforce our rights under
these license agreements could result in the loss of our ability, or that of our sublicensees, to develop, manufacture, market or
sell XACIATO or the product candidate covered by the agreement, as well as our ability to grant rights to other third parties to
collaborate with us in the development and commercialization of our product candidates and our ability to receive milestone
and royalty payments from third- party sublicensees , which could have a material adverse effect on our business , finanecial
condition, results of operations and prospects and-eperattons-. Disputes may arise regarding intellectual property subject to,
and any of our rights and obligations under, any license or other strategic agreement, including: ¢ the scope of rights granted
under the license agreement and other interpretation- related issues;  the extent to which our technology and processes infringe,
misappropriate or violate the intellectual property of the licensor that is not subject to the license agreement; ¢ our diligence
obligations under the license agreement and what activities satisfy those diligence obligations ; * the timing and amount of
milestone or royalty payments due to the licensor ; * the sublicensing of patent and other rights to third parties under any such
agreement or collaborative relationships; ¢ the inventorship and ownership of inventions and know- how resulting from the joint
creation or use of intellectual property by our licensors and us and our collaborators; and ¢ the priority of invention of patented
technology. In addition, the agreements under which we license intellectual property or technology to or from third parties are
complex, and certain provisions in such agreements may be susceptible to multiple interpretations. The resolution of any
contract interpretation disagreement that may arise could narrow what we believe to be the scope of our rights to the relevant
intellectual property or technology or increase what we believe to be our financial or other obligations under the relevant
agreement, either of which could have a material adverse effect on our business, financial condition, results of operations and
prospects. Moreover, if disputes over intellectual property that we have licensed prevent or impair our ability to maintain our
current licensing arrangements on commercially acceptable terms, we may be unable to successfully develop and
commercialize, or maintain third- party collaborations to commercialize, the affected product or product candidate. We may
seek to license the product and technology rights to additional product candidates in accordance with our business strategy, but
there can be no assurance we will be able to do so on favorable terms or at all. There are risks, uncertainties and costs associated
with identifying, licensing and advancing product candidates through successful clinical development. Even if we obtained the
rights to additional product candidates, there can be no assurance those candidates would ever be advanced successfully through
clinical development Risks Related to Commercmhzanon of W@—aﬁd—%r—P-reduet—Products We Develop Ga-nd-tda’ées

have no mternal sales, marketmg or dlqtrlbunon capabilities , and we may need to mvest s1gn1f1cant resources to establlsh
those capabilities . If we are unable to timely establish those capabilities on our own or through arrangements with third
parties, product launch may be delayed commerclahzatlon may be adversely impacted, and we wib-may not be anable—-

generate product sales revenue. We ecurrently do not
have &, and have never had, product marketing, sales or dlm 1but10n infrastructure. In order to commercialize any of our
product candidates , if approved for commercial sale, we must either establish a sales and marketing organization with technical
expertise and supporting distribution capabilities or collaborate with third- parties that have sales and marketing experience. As
we move our product candidates through development toward, and in some cases, through regulatory approval, we evaluate
several options for each product candidate' s commercialization strategy. These options include building our own sales force and

other commercial infrastructure, or collaborating entering-into-strategie-marketingpartnerships-with third parties that have

established sales forces and distribution systems , ineliding-either to augment our own sales force and commercial



eemb-l-na-t—teﬁs—ef—t-hese—s{fa’feg-tes— We Cunently ha\ e no Commercmhzdtlon dgeements with third parties other than our license
agreements with Organon for XACIATO and Bayer for Ovaprene. We may not be able to maintain our existing commercial
collaborations or establish and maintain other commercial collaborations on favorable terms, on a timely basis, or at all. In
addition, our product revenue and our profitability, if any, may be lower if we rely on third parties to commercialize
products we develop than if we were to do it ourselves. To generate revenue from our product candidates, if approved for
commercial sale , we may need to establish a-our own sales forces and commercial infrastructure. There are significant
challenges and risks involved with establishing-eur-owsn-building and managing a sales organization and other commercial
infrastructure —Fer-exampte-, even if we collaborate with third parties that have established sales forces and distribution
systems to augment our own capabilities, including: * difficulties in recruiting and retaining adequate numbers of
qualified individuals; ¢ providing adequate training for sales and marketing and support personnel; ¢ effectively
managing a geographically dispersed sales force; * difficulties generating sales leads; ¢ potential lack of complementary
products our sales personnel may be able to offer compared with sales personnel for competitive products; and
unforeseen costs and expenses associated with establishing a new corporate function and the rapid growth of our
company. Recruiting, incentivizing and training a sales force is expensive and requires substantial management time -
eonsuming-and focus eould-delayproduetianneh-. [f we recruit and train a sales force and the commercial launch of the product
is delayed or does not occur for any reason, we would have prematurely or unnecessarily incurred significant eemreretalization
expenses —Hhis-may-be-eostdy-, and our investment would be lost if we could not retain or reposition our sales and marketing
personnel. On the other hand, if we do not timely establish a sales force and other commercial infrastructure, a product
launch may be significantly delayed, adversely impacting the potential commercial success of the product, as well as our
operating results and financial condition. Both the launch and ongoing commercial support of our products would require
significant capital, which may not be available to us when needed or on acceptable terms or at all. All of these factors could

stmm our cash resources and requne us to raise additional Cdpltdl Fallure -I-ﬂ—&dd-r&eﬂ—t-hem—ts—ﬁe—guafaﬁfee—&ta{—eﬂﬁ or delay

i et 6 tallya i ird-pa entering into
and malntalnlng ee-—pfefneﬁeﬂ—an dmelnents with a—thlrd partles pafw—F&r}ufe—to fﬂﬁel-y—eﬂfer—m’fe—market and sell or assnst
us in marketing and selling, er-our product candidates, if approved mat ¢
party-or-for commercial sale, or in establish-establishing eufewn—eeﬁﬂa&efetahz&&eﬁ—cambllmes to 1ndependently
commercialize our product candidates could significantly delay commercial launch and negatively impact ef-ourproduets-or
require-us-to-reduee-the-their potential commercial success seope-ofanysates-and-marketing-aetivities—, which could have a
material adverse effect on our business, financial condition and results of operations. Our product candidates, if approved for
commercial sale , andXACHATO-will face intense competition and our business and operating results will suffer if we, or our
commercial collaborators, fail to compete effectively. The biopharmaeeutieal---- pharmaceutical industry is intensely
competitive and characterized by rapid technological developments. ©ur-Moreover, the women’ s health sector is very
fragmented and highly competitive. We anticipate that our product candidates may compete not only with FDA-
approved, prescription and over- the- counter, branded and generic drug products, but also compounded drugs, medical
devices, dietary supplements, and cosmetics. We face and will continue to face intense eempetitors-competition and
potential-eompetitors-from a variety of businesses, inelude-including large , fully integrated . well- established
pharmaceutical and-bieteehnetogy-companies —m&ﬂy-e-ﬁwhieh—h&'v‘e-and specialty pharmaceutical companies that already
possess robust product portfolios and strong franchises in women’ s health in areas in which we plan to compete, as well as
generics manufacturers, compounding pharmacies and other drug compounding facilities, and dietary supplements
manufacturers. In addition, academic and other research institutions are and could be engaged in research and
development efforts for products in the therapeutic areas targeted by our product candidates . Many of our competitors or
potential competitors, either alone or with strategic collaborators, have: * much greater financial, research, technical and human
resources than we have at every stage of the product development and commercialization life cycle; * more extensive experience
in designing and conducting clinical trials, nonclinical studies, obtaining regulatory approvals, and in manufacturing, marketing
and selling prescription medical products; and ¢ approved products or product candidates in late stages of development for one
or more of our target indications. Competitive products may be equally safe and as effective as our products, but sold at a
substantially lower price. Alternatively, competitive products may be safer or more effective, more convenient to use, have
better insurance coverage or reimbursement levels or be more effectively marketed and sold than our products. Our-Many of
our product candidates, if approved for commercial sale , will compete with products that have already been accepted by the
medical community and patients. If our product candidates fail to generate compelling clinical results or if patients and health
care providers fail to adopt our products for their respective indications, their commercial potential could be adversely impacted
or severely diminished. It is possible that the potential advantages of our product candidates do not materialize or that the
approved prescribing information for our products does not describe expected features or benefits. We also expect to face
competition from new products that enter the market over time. We are aware of products currently under development intended
for the same indications as our product candidates. These competitive product candidates may prove safer, more tolerable, more




effective, and less expensive, and may be introduced to market earlier, or produced, marketed and sold more effectively or on a
more cost- effective basis, than our product candidates. The success of competitive products may render our product candidates
noncompetitive or obsolete, even prior to completion of their development. With respect to XACIATO, there are manyFDBA~
multiple generlc and branded prescrlptlon drug products currently dppIO\ ed pfe&uets—m the U S for t-rea-t—rng—the

vaglnal cream formulatlons of chndamycln :

days-. If health care providers do not view the prescribing mtormdtlon for XACIATO as compellmo compmed with other
products available for the treatment of bacterial vaginosis, or if competitive products have better insurance coverage or
reimbursement levels than XACIATO, health care providers may opt to eentinte-to-prescribe existing-treatments-a competitive
product rather than recommend or prescribe XACIATO to their patients. In addition, women may prefer orally delivered
options to vaginally administered XACIATO unless they view XACIATO as providing significantly superior efficacy, safety
and / or convenience. If Fatre-efour commercial collaborator fails to generate significant net sales of XACIATO which
exceed would-negatively-effeet-the payments-Revenue Sharing Threshold, we reeetve-underourtieense-agreement-will not
have any future revenue stream relating to XACIATO . The women' s health market includes many generic FDA- approved
drug products , compounded drugs, as well as dietary supplements and consumer health products, and growth in gereries
these categories is expected to continue, which could make the successful introduction of our branded-products difficult and
expensive. The proportion of the U. S. drug market made up of generic products has been increasing. H-this-trend-eontintes-In
addition, compounded drugs and dietary supplements in women’ s health are multi- billion dollar markets. As a result,
even if our product candidates are approved , it may be more difficult for us or a commercial collaborator to introduce a new
product, particularly a branded medieat-prescription product if-appreved-, at a price that will allow us to achieve acceptable
levels of revenue and net income from product sales. Generic competition is particularly strong in contraception and hormone
therapy, which are areas in which eur-we seek to compete. Our product candidates for menopause symptoms if-approvesd;
will additionally have to compete with compounded hormones supplied by compounding pharmacies and other drug
compounding facilities, as well as dietary supplements marketed for relief of menopause symptoms. Compounded
sildenafil cream medications are also currently being supplied by compounding pharmacies and other drug
compounding facilities . [n order for our branded products to develop commercial markets and for third- party payors to cover
these higher cost products, our products must demonstrate better patient compliance and clinical benefit as rtheirelinteat-trials
compared to what other available products have demonstrated . Additional marketing and educational efforts may be required
to introduce a new branded prescription medical product in order to overcome use of the-trend-towards-generies— generic
products, compounded drugs and dietary supplements and gain access to reimbursement by payors. If we or a commercial
collaborator cannot introduce a product at the desired price or gain reimbursement from payors for the product, or if patients opt
for a lower cost generic product , compounded drug, or dletary supplement rather than pay out- of- pocket or a higher co- pay
for our product, our sales revenues or royalties and other license fees, as applicable, will be limited —XACSIAFO-and any-ofeur
future-approved-we may never become profitable. Our preduets— product candidates may fail to achieve the degree of
market acceptance by physicians, patients, third- party payors or others in the medical community necessary for commercial
success, which would negatively impact our business. XACHATO-and-The commercial success of any fatare-produets—
product may-fait-we develop and bring to gain-suffietent-market , or is marketed by a licensee, will depend significantly on
the broad acceptance of the product by physicians, patients , and others in the medical community, as well as, in many
cases , third- party payors and—et-hers—rn—t-he—med-teal—eeﬂﬂﬁtmtw— The degree%@—aﬂd—&ny—&&ure—preduets—de—ne’f
aeh-teve—an—adequate—}evel—of market dcceptance of ey

e products w1]1 depend on sev eml factou
rwhich marketing
a-pprevaw}s-are—ebf&rned-the product 1s approved . the tlmlng of m rket 1ntroductlon of the product and availability of
alternative treatments and products for the same indication; * the demonstrated clinical efficacy and safety of the
product, including as compared to alternative products; ¢ the terms of any-regulatory apprevats— approval , such as any
restrlctlons on the use of eu-lethe product together with other medications , ,—*—t-he—rndiea-t—teﬁs—feﬁ or w-h-reh—requlred warnlngs

{-reatﬂ‘reﬁ-ts—aﬂd—pfedttefs-e product labellng-fer—t-he—s&me—mdieaﬁeﬁs-as—etﬁpreduet— . the prevalence and sev erlty of any

adverse side effects associated with eur-the product, including as compared to alternative treatments and preduet-products
; » the conv enleme and ease of ddmmlsndtlon for patlents 1nclud1ng as Compared to alternative treatments and products ;-et
A atta ; ad - adverse-the willingness of the target patient

population and prescrlblng physmlans to try a new product ) the effectlveness of the sales and marketing strategy and
efforts for the product, including the success of efforts to educate the medical community and third- party payors
regarding the benefits of the product; « the pricing and cost- effectiveness of the product, including as compared to
alternative treatments and products; ¢ the availability and extent of third- party coverage and reimbursement for the
product;  the willingness of patients to pay all, or a portion of, the out- of- pocket cost for the product in the absence or
insufficiency of third- party payor coverage and reimbursement; * unfavorable publicity abeut-relating to the product eur
-or preduet—products w1th the same or s1mllar APIs, or favorable pubhuty about competmg theraples or products and ot

a*v‘a-r}abrl-rty—and extent of pendlng fhfrd—parﬁkeeveﬁtge—and-retm-burseﬂaent—fer—e or etuepotentlal product llablllty clalms and



lf XA( IAT() or any future product does not dChle\ e an adequate level of market au:eptame -rt—the product may not generate
significant revenue or may generate substantially less revenue than anticipated, which could have a material and adverse
effect on our business, financial condition, results of operation and prospects. We may suffer reputational harm and we may
never become profitable. The commercial success of Ovaprene;if-approved;-XACIATO is outside of our control and will
depend on Organon’ s efforts and capabilities, as well as a variety of factors, many of which currently are unknown or
uncertain, and if commercialization of XACIATO is not successful, our business and prospects may suffer. If
commercialization of XACIATO is not successful, or is perceived to be unsuccessful, our business, financial condition,
results of operations and prospects may suffer, particularly because XACIATO is the first and only product for which
we have received regulatory approval. XACIATO’ s commercial success will depend on many factors, including those
discussed elsewhere in these “ Risks Related to Commercialization of Products We Develop ” and “ Risks Related to Our
Intellectual Property ” below, as well as the capabilities of Organon and its commitment of sufficient resources to
market, distribute and sell the product, preferences by health care providers and women for a vaginally administered
therapy, and regulatory approval and market introduction of alternative therapies, including non- antibiotic treatment
options. We have limited control over Organon’ s efforts with respect to XACIATO and there is no assurance they will
be successful or that the Revenue Sharing Threshold will be reached. As discussed elsewhere in this Risk Factors section,
we will not receive any payments based on product sales until after the Revenue Sharing Threshold is reached. We may
suffer reputational harm if XACIATO is not commercially successful and our ability to raise additional capital or enter
into other commercial collaborations could be impaired. See also the risks and uncertainties described under “ Risks
Related to Our Dependence on Third Parties, ” above. The commercial success of Ovaprene, if approved for commercial
sale, will depend on the degree of market acceptance of a hormone- free, monthly intravaginal product, avatabiity-clinical
efficacy and effeetiveness-safety of the product, including as compared to alternative contraceptive methods, pricing of the
produets— product, and wemen's-preferenees-the availability and extent of third- party coverage and reimbursement for
the product . as well as the-other sueeess-effactors including Bayer’ s marketing and sales efforts. Today, there are-is a
vartety-wide range of hermenal-prescription and nem-over - hermenat-the- counter contraceptive options avattable-to-women-,
including eral-eentraceptive-hormone- free options such as condoms, diaphragms, cervical caps, sponges, copper IUDs,
spermlcldes and vagmal gels, as well as hormonal products such as pills and-intrauterine-deviees-, patches newer-hormonat
b vaginal rings, p&tehes—IUDs 1mplantable rods and hefnaeﬁa-}

fﬂtf&ﬁterrﬂe—systeﬂis-m]ectables. In addltlon multiple
diaphragms;-and-new methods of femalesteritization-pregnancy preventlon are in development 1ncludmg hormone- free

options, and some may be marketed in the U. S. before Ovaprene, potentially adding to the level of market competition
Ovaprene will face, if approved . In surveys, women have said that the features they consider most important when selecting a
contraceptive method are efficacy, ease- of- use and side effects. To have significant revenue potential as a new contraceptive
product option, Ovaprene may need to demonstrate have-a-typical use efficacy enteome-( or whieh-is-the expected rate of
pregnancy protection once the product is used widely under everyday circumstances) eemparable-te-that approaches the
approximately 93 % typical use efficacy at 12 months of current FDA- approved non- implanted , non- injected hormonal
contraceptive methods (pills, patches and vaginal rings) ;whielis-approximately86-%—9+%typieatuse-effieaey-. Clinical
testing will also need to demonstrate that the product can be safely worn for multiple weeks. If swe-Ovaprene reeetve-receives
regulatory approval te-matket-Ovaprene-, its commercial success, or the success of any other future contraceptive product
eandidate-we may-seekto-develop, including our current early clinical- stage and pre- clinical stage candidates, will depend
upon the contraceptive market and market acceptance of an alternative method. Risksrelated-Factors expected to impact broad
market acceptance of a new contraceptive product include those discussed above under' Our product candidates may fail
to achieve the degree of market acceptance by physicians, patients, third- party payors or others in the medical
community necessary for commercial success, which would negatively impact our business," as well as : - demonstration
of minimum acceptable contraceptive efficacy rates; ¢ perceived safety differences of hormonal and / or non- hormonal
contraceptive options; * competition from new lower dose hormonal contraceptives with more favorable side effect profiles
compared with higher dose hormonal contraceptives ; - rew-preference for a monthly format product over contraceptive
products to be taken daily or used in the moment; ¢ preference for an intravaginal product over other formats such as
pills, patches, injectables and condoms; * generic contraceptive options , including a-generic ¥ersten-versions of the hormone-
containing intravaginal product NuvaRing ®; and - the effects of changes in health care laws and regulations on third- party
payor coverage (mc uding the bnth control coverage mdnddte) and reimbursement and out- of- pocket costs to patlents —and-~

potentlal for ()x aprene, or any futare-other contraceptive plOdllLt we ma-y—seel&te—de\ elop and pldce pressure on our business,
financial condition, results of operations and prospects. Under our license agreement with Bayer, provided the license grant
becomes effective, Bayer will have exclusive rights to market and sell Ovaprene in the U. S. Accordingly, the potential value of
Ovaprene to our company 1-may be highly dependent on the efforts and activities of Bayer. Should Ovaprene fail to generate
compelling clinical safety and efficacy data, the license grant under our agreement with Bayer may never become effective.
Even if Bayer elects to make the license agreement effective, Bayer has significant discretion in determining the resources that it
will allocate to commercialization of Ovaprene and Ovaprene’ s commercial success may be limited, in which case our business,
financial condition, results of operations and prospects could suffer significantly. The commercial success of an FDA-




approved Sildenafil Cream product ;f-appreved;=will depend on the availability of alternative treatments and products for

female-sexual-dysfunetion-disorders-, the effectiveness of the sales age-group-for-which-ourproduetis-indieated-and marketing
strategy and efforts for the product, including the success of efforts to educate women and “s-prefereneestraddition-to-the

their market's-aceeptanee-health care providers about FSAD, and the availability and extent of eurtopteat-ereantthird-
party coverage and reimbursement for the product, among other factors . Today, there are no FDA- approved products to
treat FSAD. While our goal is for Sildenafil Cream to be the first product to receive such approval, one or more competitive
products may be approved before our product. In addition, an FDA- approved Sildenafil Cream product may also have to
compete with compounded drugs. Some compounding entities currently supply topical cream formulations of sildenafil.
In addition, some compounding entities have partnered with telemedicine providers, enabling them to expand the
potential market for their compounded drugs. The availability of cream formulations of sildenafil through compounding
entities, could make it more challenging for Sildenafil Cream to build and maintain market share. Even if we achieve our
goal of being first- to- market for FSAD, the costs associated with introducing a new branded prescription product into the
female sexual dysfanetions— dysfunction market would likely be significant, and regardless of the amount spent, there is no
guarantee that our new product will be broadly adopted. Broad market adoption of Sildenafil Cream will depend not only on
Sildenafil Cream’ s ability to demonstrate safety and effectiveness in treating FSAD in Phase 3 clinical trials, but a
variety of factors, as discussed above under “ Our product candidates may fail to achieve the degree of market
acceptance by physicians, patients, third- party payors or others in the medical community necessary for commercial
success, which would negatively impact our business. ” If we or a commercial collaborator are not successful in
increasing awareness and understanding about FSAD and Sildenafil Cream, the market potential of Sildenafil Cream
will not be realized. Women who experience low or no genital arousal may be hesitant to seek treatment due to stigma
and embarrassment associated with sexual health issues, lack of understanding of normal versus abnormal sexual
functioning, or lack of awareness that FSAD may be treated with medication. Health care providers may be hesitant to
prescribe Sildenafil Cream for may-many reasons, including lack of understanding or experience with female sexual
dysfunction in general and FSAD in particular, lack of experience with any product approved to treat FSAD, or
perceived lack of clinical evidence of the safety and efﬁcacy of Sildenafil Cream. Women may also be hesitant to use
Sildenafil Cream for many reasons, mdudmg the lagl\ 0 L\lelLHtL with any ploducl designed to treat FSAD, concern over
potential side effects the-lae pereety € ehntea S s~ and the out- of- pocket cost of
Sildenafil Cream, particularly if it is not cov uul by insurance. Currently, thlrd- party payors such as government health
care programs and private insurance companies often do not cover products prescribed to treat female sexual
dysfunction disorders. If Sildenafil Cream is not an affordable option for a significant segment of potential users, the
ability to build a commercial market for Sildenafil Cream will be significantly impaired. [n addition, FSAD is a condition
that impacts women of many ages, including older and elderly populations. We have not yet thoroughly studied the topical or
clinical pharmacology of Sildenafil Cream in different patient populations, and sildenafil, the active ingredient in our drug
candidate, has not been tested over long periods of time in older or elderly women. Older or elderly women may react differently
and adversely to Sildenafil Cream than younger populations. We Based-orrourend—of—Phase2-meeting-with-the FDA;we
expect our pivotal Phase 3 clinical trials of Sildenafil Cream will be conducted in a premenopausal population. Therefore, we
expect initial FDA approval of Sildenafil Cream, if received, wetleé-to be limited to premenopausal women. Should Sildenafil
Cream not be studied in older or elderly women, or, if studied in those populations, should it show increased risk of adverse
reactions, or signs thereof, in older or elderly women during clinical development, the potential market for Sildenafil Cream
could be s1<*111[1u1mly limited, w hth could have a maluml adverse 1mpact on the \dlLlL of this ploomm H-we-reeetve-marketing

I A ea e-matertatty-a —The LOIHIHLILIJ] success of DARE HRTI if
approved for commercial sale , will dchnd on the av dlldbllllv of allunall\ e products for managing menopause the-vasemotor
and-vaginal-symptoms , concerns about the safety of menopatse-hormone therapy, and women' s preferences, traddition
among other factors. DARE- HRT1, if approved as a treatment for moderate to severe VMS due to menopause, will
compete with the many options on the market targeted to ‘s-aeeeptanee-of-otr— or IVR-FDA- approved for the Freatments
- treatment of menopausal te-address-the-symptoms asseetated-with-menopatse-, including VMS. Such options the-vasometor
sy-m-p’feﬁas—a-}se—kﬁeﬁﬁi—as—het—ﬂashes—lm ude eombinations-of preseription-hormones— hormone therapies in the form of pills,
patches and creams , some of which are FDA- approved products and others which are prepared-mrsupplied by compounding
pharmaetes-entities, as well as non- hormonal options, including an FDA- approved product (Veozah ® (fezolinetant)),
and dietary supplements . Numerous-Both the supplement and the compounded hormone therapy markets are very
significant. A considerable segment of the compounded hormone therapy market is comprised of compounded hormones
in pellet form that are implanted under the skin as a non- daily alternative, which could be directly competitive with
DARE- HRT. In addition, we are aware of non- hormonal drug products already-exist-in development for the treatment of




VMS | including elinzanetant, a dual neurokinin- 1 and 3 (NK- 1 and NK- 3) receptor antagonist, for which Bayer
submitted and-- an this-number-NDA in August 2024, and is Hikely-anticipated to launch in the second half of 2025. We

expect the optlons for hormone therapy to contlnue to expand w1th time —I-n—addrﬁeﬂ,—thef&has-been—afremefgmg—pfefereﬂee

DARE HRTI is demgned to offer a Convenlent Vagmal ring that contlnuously dellvers a Comblnatlon of b-}e-—ldeﬁt—tea-l-
bioidentical estradiol and progesterone over 28 days. Bloldentlcal hormones refer to compounds that are chemlcally U-nﬂ-}
- A < o ® o o o

relativelyreeently; no-FBA—approved-bio—identical he

eapsuleswhieh-are-to be-takendaily;reeetved-the-those ﬁfst—sueh—appfeval-produced naturally in the human body Studles
have not faited-to-demonstrate-demonstrated that bio—tdentieat-bioidentical hormones are safer than et-heﬁsynthetlc hormones,

so DARE- HRT1 will need to compete with many types of hormone therapy options in terms of convenience, safety and efficacy
in managing symptoms of menopause. Risks related to market acceptance of DARE- HRT| sifapproved-for-hormone-therapy;
include: » women' s preference for a-vaginal ring delivery of hormone therapy over pills, patches and creams by-menepausal-; ¢
women ' s preference for a monthly product format over products to be taken or applied daily ; - data regarding symptom
relief of DARE- HRT1 ever-compared with other hermenat-treatments and products for VMS vasemetor-symptoms
assoetated-with-menopatse-; * preference for bie—tdentieal-bioidentical hormones by women and health care providers; *
positive or negative news and research regarding bie—hormone therapy in general and identieals- bioidentical hormone
therapy in particular ; - preference for an FDA- approved product by women and health care providers over treatments
prepared in compounding pharmaetes-entities ; * the success or failure of Bijava-®;-the-other first FDA- approved bie
bioidentical hormone products and FDA - identteal-approved non- hormonal preduet-products for VMS ;  new
information supportive or against the use of hormones in menopause; and ¢ availability and extent of third- party payor coverage
and reimbursement for DARE- HRT1 and out- of- pocket cost for patients. Depending upon the direction of the factors above, a
commercial market for DARE- HRT1 may develop more slowly than expected, or not at all, and our business, financial
condition, results of operation and prospects could be hurt as a result. The FDA and other regulatory agencies actively enforce
the laws and regulations prohibiting the promotion of off- label uses for prescription medical products. If we or any commercial
collaborator is found or alleged to have improperly promoted any of our products for off- label uses, we may become subject to
significant liability, including fines, penalties or injunctions, and reputational harm. The FDA and other regulatory agencies
strictly regulate the promotional claims that may be made about prescription medical products. In particular, a product may not
be promoted for uses that are not approved by the FDA (i. e., off- label uses), as reflected in the product’ s approved or cleared
labeling. Promotional labeling and advertising for any of our drug product candidates that receive marketing approval, must be
submitted to FDA at the time of first use and the agency actively solicits reports from health care professionals about improper
promotional claims or activities by the drug manufacturer or distributor. Medical device promotion and advertising are subject
to similar off- label restrictions, although without the same requirement to submit promotional materials to FDA at the time of
first use. Both prescription drug and medical device promotional materials must present a fair balance between the product’ s
effectiveness and the risks associated with its use, and must be truthful and not misleading. If we or a commercial collaborator is
alleged or found to have promoted a product for any off- label use, we may become subject to significant liability and
reputational harm. The federal government has levied large civil and criminal fines against companies for alleged improper
medical product promotion and has enjoined several companies from engaging in off- label promotion. The FDA has also
requested that companies enter into consent decrees or permanent injunctions under which specified promotional conduct is
changed or curtailed. Other enforcement authorities may also take action against a company for promoting an oft- label use of a
prescription medical product, which could result in penalties under other statutory authorities, such as laws prohibiting false
claims for reimbursement. See also ““ Risks Related to Our Business Operations and Industry- The pharmaceutical and medical
device industries are highly regulated and subject to various fraud and abuse laws, including, without limitation, the U. S.
federal Anti- Kickback Statute, the U. S. federal False Claims Act and the U. S. Foreign Corrupt Practices Act ” below. If we or
our commercial collaborators, as applicable, cannot successfully manage the product promotion to ensure compliance with these
legal and regulatory requirements, we could become subject to significant liability, our reputation could be damaged, and
adoption of our products could be considerably impaired. Unexpected safety, efficacy or quality concerns relating to XACIATO
could develop, which could have significant negative consequences for us. XACIATO was approved by the FDA based on prior
findings of safety or effectiveness of previously approved clindamycin products and on clinical data from the Phase 3 DARE-
BVFREE clinical trial, in which 307 patients were randomized and treated once. In light of its commercial launch, XACIATO
will be used by larger numbers of patients, and some patients may use multiple regimens over the course of a year. New data
may emerge from market surveillance or future clinical trials of XACIATO that give rise to safety, efficacy or quality concerns
and result in negative consequences, including: * modification to the product’ s prescribing information, such as the addition of
boxed or other warnings, contraindications, or limitations of use; * restrictions on the promotion or marketing of the product; ¢
issuance of “ Dear Doctor Letters ” or similar communications to health care professionals or the public regarding safety or
efficacy concerns; « imposition of post- marketing clinical trial requirements or other post- marketing studies;  product
distribution restrictions or other risk management measures, such as a risk evaluation and mitigation strategy, or REMS, which
could include elements to assure safe use; « warning or untitled letters; ¢ suspension or withdrawal of marketing approvals; ¢
suspension or termination of ongoing clinical trials, if any; ¢ refusal by regulators to approve pending marketing applications or
supplements to approved applications that we submit; ¢ suspension of, or imposition of restrictions on, the operations of our
commercial collaborator or any CMO producing commercial supplies of XACIATO, including costly new manufacturing
requirements; ¢ costly and time- consuming corrective actions; * voluntary or mandatory product recalls or withdrawals from the
market;  significant reputational harm; and ¢ product liability claims and lawsuits. Furthermore, the discovery of significant
problems with another intravaginally administered or clindamycin- containing product perceived as comparable to XACIATO,



could have an adverse impact on commercialization of XACIATO, including as a result of occurrence of the events described
above. For example, XACIATO has not been studied in pregnant or breastfeeding women. Should increased risk of miscarriage
or other adverse effects on maternal or fetal outcomes or breastfed infants be observed in future data from market surveillance or
clinical trials of XACIATO or other clindamycin products, XACIATO’ s commercial potential may be limited and we could
become subject to product liability claims and lawsmts The occurrence of any of the mrcumstances described above could
reduce XACIATO’ s market acceptance ;-inhib ay-tts-commeretattzation hin 3 he-U—S—and adversely
affect sales of XACIATO in the U. S. and 1nh1b1t or delay its development approval or commercialization outside of the
U. S. . which could, in turn, have a significant negative impact on the-potential payments to us under the traditional royalty
purchase agreement we entered into feeewe—uﬂdefeufheeﬁse-agreemeﬂt—wnh XOMA eureommeretat-eotaboratorfor
XACHATO-, as well as our stock price. If we suffer negative publicity concerning the safety or efficacy of XACIATO or the
product candidates we develop, our reputation could be harmed, product sales could be adversely affected or we may be forced
to cease or curtail product development efforts. If concerns should arise about the actual or anticipated clinical outcomes
regarding the safety of any of our product candidates, or about adverse event reports on XACIATO erany-ofeourproduet
eatndidates-, including as a result of safety concerns related to third- party products containing the same or similar active or
excipient substances, such concerns could adversely affect the market” s perception of XACIATO and our product candidates.
Negative publicity could be time consuming and expensive to address and could adversely affect potential opportunities with
strategic partners or collaborators, lead to a decline in product sales, and negatively impact investor sentiment toward a product
or product candidate or our company as a whole, which could lead to a decline in the-our stock price efeureommen-stoek. We
are and will remain subject to ongoing regulatory requirements even after obtaining regulatory approval for a product candidate.
Even if any of the product candidates we develop are approved by the FDA or a comparable regulatory authority outside of the
U. S., as long as we are the holder of the product approval or manufacturer of record with the FDA or other regulatory authority,
we will be subject to ongoing regulatory requirements with respect to manufacturing, labeling, packaging, storage, advertising,
promotion, sampling, record- keeping, conduct of post- marketing clinical trials and submission of safety, efficacy and other
post- approval information, including both federal and state requirements in the U. S. and requirements of comparable foreign
regulatory authorities. In addition, manufacturers and manufacturers’ facilities are required to continuously comply with FDA
and comparable foreign regulatory authority requirements, including ensuring quality control and manufacturing procedures
conform to cGMP regulations and corresponding foreign regulatory manufacturing requirements. Accordingly, we and our
contract manufacturers will be subject to continual review and inspections to assess compliance with cGMP and adherence to
commitments made in our NDA or PMA submissions to the FDA. Any marketing approvals we receive for our product
candidates in the future may be subject to limitations on the approved indicated uses for which the product may be marketed or
to the conditions of approval, or contain requirements for potentially costly post- marketing testing, including Phase 4 clinical
trials, and surveillance to monitor the safety and efficacy of the product. In addition, we will be required to report adverse
reactions and production problems, if any, to the FDA and comparable foreign regulatory authorities (when products are
approved in foreign markets). Any new legislation addressing drug safety issues could result in delays in product development
or commercialization, or increased costs to assure compliance. If a regulatory agency discovers previously unknown problems
with a product, such as problems with the facility where the product is manufactured, or it disagrees with the promotion,
marketing or labeling of a product, the regulatory agency may impose restrictions on that product or on us or our commercial
collaborator, including requiring withdrawal of the product from the market. If we or our commercial collaborators are unable to
comply with applicable regulatory requirements, a regulatory agency or enforcement authority may, among other things: * issue
warning letters; ¢ impose civil or criminal penalties; ¢ suspend or withdraw regulatory approval; ¢ suspend any of our ongoing
clinical trials; « refuse to approve pending applications or supplements to approved applications submitted by us; ¢ impose
restrictions on our operations, including closing our contract manufacturers’ facilities; or * require a product recall. Any
government investigation of alleged violations of law would require us and / or our commercial collaborators to expend
significant time and resources in response and could generate adverse publicity. Any inability to comply with ongoing regulatory
requirements may significantly and adversely affect our ability, or that of our collaborators, to develop and commercialize our
products and the value of our business, and our operating results would be adversely affected. Failure to successfully obtain
coverage and reimbursement for XACIATO and any future products in the United States, or the availability of coverage only at
limited levels, would diminish our ability, or that of a commercial collaborator, to generate net product revenue or net sales.
Coverage from government health care programs and private commercial health insurance companies is critical to the
commercial success of XACIATO and any future products. Market acceptance and sales of XACIATO and any future products
that we or a commercial collaborator may seek to commercialize will depend in part on the extent to which reimbursement for
these products will be available from third- party payors. Third- party payors, such as government health care programs, private
health insurers, managed health care providers, and other organizations, are increasingly challenging medical product prices and
examining the medical necessity and cost- effectiveness of medical products, in addition to their safety and efficacy. If these
third- party payors do not consider XACIATO or any future product to be medically necessary or cost- effective compared to
other available therapies and medical products, they may not cover the product as a benefit under their plans or, even if they do,
the level of payment may not be sufficient to allow us, or a commercial collaborator, to sell the product on a profitable basis.
Coverage decisions can depend upon clinical and economic standards that disfavor new prescription medical products when
more established or lower cost alternatives are already available or subsequently become available. Third- party payor coverage
may not be available to patients for XACIATO or any future product. If third- party payors do not provide adequate coverage
and reimbursement, health care providers may not prescribe our products or patients may ask their health care providers to
prescribe competing products with more favorable reimbursement. Significant uncertainty exists as to the reimbursement status
for newly approved prescription medical products, including coverage and payment. There is no uniform policy requirement for




coverage and reimbursement for prescription medical products among third- party payors in the U. S.; therefore, coverage and
reimbursement for our products could differ significantly from payor to payor. In the U. S., the principal decisions about
reimbursement for new medical products are typically made by the Centers for Medicare and Medicaid Services, or CMS, as
CMS decides whether and to what extent a new medical product will be covered and reimbursed under Medicare. Third- party
payors often rely upon Medicare coverage policy and payment limitations to a substantial degree in setting their own
reimbursement policies, but they also have their own methods and approval process apart from Medicare coverage and
reimbursement determinations. It is difficult to predict what CMS will decide with respect to reimbursement. Decisions
regarding the extent of coverage and amount of reimbursement to be provided for XACIATO and any future products will be
made on a payor- by- payor basis. Accordingly, one third- party payor’ s determination to provide coverage for a product does
not assure that other payors will also provide coverage and adequate reimbursement for the product. Moreover, reimbursement
agencies in Europe may be more conservative than CMS, should XACIATO or any of our product candidates be approved for
marketing in Europe. In addition to CMS and private payors, professional organizations can influence decisions about
reimbursement for new medical products by determining standards of care. In addition, many private payors contract with
commercial vendors who sell software that provides guidelines that attempt to limit utilization of, and therefore reimbursement
for, certain products deemed to provide limited benefit as compared to existing alternatives. Such organizations may set
guidelines that limit reimbursement or utilization of any of our commercialized products. To secure coverage and
reimbursement for XACIATO and any future product, we or a commercial collaborator may need to conduct expensive
pharmacoeconomic studies in order to demonstrate the medical necessity and cost- effectiveness of the product to third- party
payors, which costs would be in addition to those required to obtain FDA or other comparable regulatory approvals. A payor’ s
decision to provide coverage for a product does not imply that an adequate reimbursement rate will be approved. Managed care
organizations and other private insurers frequently adopt their own payment or reimbursement reductions. Consolidation among
managed care organizations has increased the negotiating power of these entities. Third- party payors increasingly employ
formularies to control costs by negotiating discounted prices in exchange for formulary inclusion. Failure to obtain timely or
adequate pricing or formulary placement for XACIATO or any future product, or obtaining such pricing or placement at
unfavorable pricing levels, could materially adversely affect our business, financial conditions, results of operations and
prospects. Moreover, eligibility for reimbursement does not imply that any product will be paid for in all cases or at a rate that
covers our costs, or those of a commercial collaborator. Interim payments for new products, if applicable, also may not be
sufficient to cover our costs, or those of a commercial collaborator, and may not be made permanent. Payment rates may vary
according to the use of the product and the clinical setting in which it is used, may be based on payments allowed for lower cost
products that are already reimbursed and may be incorporated into existing payments for other services. Net prices for products
may be reduced by mandatory discounts or rebates required by third- party payors and by any future relaxation of laws that
presently restrict imports of products from countries where they may be sold at lower prices than in the U. S. Accordingly, the
coverage determination process is often a time- consuming and costly process that will require us or our commercial
collaborator to provide scientific and clinical support for the use of our products to each payor separately, with no assurance that
coverage and adequate payment will be applied consistently or obtained. The process for determining whether a payor will
cover and how much it will reimburse a product may be separate from the process of seeking approval of the product or for
setting the price of the product. Even if reimbursement is provided, market acceptance of our products may be adversely
affected if the amount of payment for our products proves to be cost prohibitive for health care providers or their patients, or less
profitable than alternative treatments or products, or if administrative burdens make our products less desirable to use. Our
inability, or that of our commercial collaborator, to obtain coverage and profitable payment rates from both government- funded
and private payors for XACIATO or any future product could have a material adverse effect on our operating results, our ability
to raise capital needed to execute our business strategy and our overall financial condition. Failure by us or a commercial
collaborator to obtain timely and adequate coverage and pricing for a XACHATO-and-anyfutare-produets— product , or
obtaining such coverage and pricing at unfavorable levels, could materially adversely affect our business, financial condition,
results of operations and prospects. Legislation and legislative and regulatory proposals intended to contain health care costs
may adversely affect our business. The containment of health care costs has become a priority of federal and state governments
and the prices of drug products have been a focus of this effort. For example, there have been several recent U. S. Congressional
inquiries and proposed bills designed to, among other things, bring more transparency to drug pricing, review the relationship
between pricing and manufacturer patient programs, and reform government program reimbursement methodologies for drugs.
We expect that federal, state and local governments in the U. S. will continue to consider legislation directed at lowering the
total cost of health care and prescription drugs. Individual states in the U. S. have increasingly passed legislation and
implemented regulations designed to control pharmaceutical product pricing, including price or patient reimbursement
constraints, discounts, restrictions on certain product access and marketing cost disclosure and transparency measures, and, in
some cases, designed to encourage importation from other countries and bulk purchasing. In December 2020, the U. S. Supreme
Court held unanimously that federal law does not preempt the states’ ability to regulate pharmaceutical benefit managers and
other members of the health care and pharmaceutical supply chain, an important decision that may lead to further and more
aggressive efforts by states in this area. The Biden Administration has also indicated that lowering prescription drug prices is a
priority, and on August 16, 2022, President Biden signed into the law the Inflation Reduction Act of 2022, or the IRA. Among
other things, the IRA has multiple provisions that may impact the prices of drug products that are both sold into the Medicare
program and throughout the U. S. Starting in 2023, a manufacturer of drugs or biological products covered by Medicare Parts B
or D must pay a rebate to the federal government if their drug product’ s price increases faster than the rate of inflation. This
calculation is made on a drug product by drug product basis and the amount of the rebate owed to the federal government is
directly dependent on the volume of a drug product that is paid for by Medicare Parts B or D. Additionally, starting for payment



year 2026, the Centers for Medicare and Medicaid Services, or CMS, will negotiate drug prices annually for a select number of
single source Part D drugs without generic or biosimilar competition. CMS will also negotiate drug prices for a select number of
Part B drugs starting for payment year 2028. If a drug product is selected by CMS for negotiation, it is expected that the
revenue generated from such drug will decrease. CMS has begun to implement these new authorities and entered into the first
set of agreements with pharmaceutical manufacturers to conduct price negotiations in October 2023. However, the IRA's
impact on the pharmaceutical industry in the U. S. remains uncertain, in part because multiple large pharmaceutical companies
and other stakeholders (e. g., the U. S. Chamber of Commerce) have initiated federal lawsuits against CMS arguing the program
is unconstitutional for a variety of reasons, among other complaints. Those lawsuits are currently ongoing. Further, in December
2023, the Biden Administration announced an initiative to control the price of prescription drugs through the use of march- in
rights under the Bayh- Dole Act of 1980 (the" Bayh- Dole Act"), and the National Institute of Standards and Technology
published for comment a Draft Interagency Guidance Framework for Considering the Exercise of March- In Rights, which for
the first time includes the price of a product as one factor an agency can use when deciding to exercise march- in rights. While
march- in rights have not previously been exercised, it is uncertain if that will continue under the new framework. It is uncertain
whether and how future legislation or regulatory changes could affect prospects for XACIATO or our product candidates or
what actions third- party payors may take in response to any such health care reform proposals or legislation. Adoption of price
controls and cost- containment measures, and adoption of more restrictive policies in jurisdictions with existing controls and
measures reforms, may prevent or limit our ability, or the ability of a commercial collaborator, to commercialize any future
products as well as our ability to generate revenue and attain profitability. Even seemingly small copayments or other cost-
sharing requirements could dramatically reduce the market potential for XACIATO and our product candidates. If the out- of-
pocket costs for XACIATO or any of our product candidates, if approved for commercial sale , are deemed by women to be
unaffordable, or if less expensive alternatives exist, a commercial market may never develop or the market potential for that
product may be significantly reduced, which could have a material adverse effect on our business, financial condition, and
prospects. With regard to contraceptive products, the ACA and subsequent regulations enacted by DHHS, require health plans to
provide coverage for women’ s preventive care, including all forms of FDA- cleared or approved contraception, without
imposing any cost sharing on the plan beneficiary. These regulations ensure that women in the U. S. who wish to use an
approved form of contraception may request it from their doctors and their health insurance plan must cover all costs associated
with such contraceptive products. In January and July of 2022, the DHHS, Department of Labor, and Treasury Department
jointly issued guidance on implementation of this ACA mandate, among other things. The federal guidance makes clear that all
FDA- approved or cleared contraceptive products that are determined by an individual’ s medical provider to be medically
appropriate for such individual must be covered without cost sharing, regardless of whether the product is specifically identified
in a Birth Control Guide published by the FDA. Any future repeal or elimination of the ACA’ s preventive care coverage rules
would mean that women seeking to use prescribed forms of contraceptives may have to pay some portion of the cost for such
products out- of- pocket, which could deter some women from using prescription contraceptive products or branded prescription
contraceptive products, including Ovaprene and our other investigational contraceptive products, if and when approved by the
FDA. As no FDA- approved treatments for FSAD currently exist, there is little precedent to help assess whether health
insurance plans will cover Sildenafil Cream, if approved for commerecial sale . Sildenafil Cream is being developed for female
sexual arousal disorder, a life altering, but not a life threatening, condition. Hence, there is no assurance that third- party
reimbursement will be available for Sildenafil Cream, if approved for commerecial sale . Even if reimbursement becomes
available, the amount of such reimbursement may not make our product affordable to women and profitable to us. Insurers may
deem Sildenafil Cream to be a lifestyle drug and decide not to provide reimbursement. Today, many health insurance plans
provide reimbursement for male sexual arousal medications. However, we cannot predict whether they will continue to do so or
whether they will do so for FSAD treatments as well. The safety and efficacy data from our clinical trials may impact whether
Sildenafil Cream will become eligible for insurance coverage, and if it does, the level of such reimbursement. In an environment
of rapidly rising health care costs, insurers have been looking for ways to reduce costs, which could make it difficult for new
therapies to gain coverage if they are not deemed medically critical or essential. If Sildenafil Cream fails to obtain insurance
coverage, or if the patient’ s share of the cost is deemed to be expensive, a market may never develop for Sildenafil Cream,
which would have a material adverse effect on our financial condition and prospects. The commercial success of products we
develop, if approved for commerecial sale , will be impacted by the prescribing information approved by the FDA and
comparable regulatory authorities outside the U. S. The commercial success of any products we develop will significantly
depend upon our ability, or that of our commercial collaborator, to obtain approval from the FDA and other regulatory
authorities of prescribing information for the product that adequately describes expected features or benefits. Failure to achieve
such approval will prevent or substantially limit our or our collaborators’ ability to advertise and promote such features and
benefits in order to differentiate our products from competing products. This failure could have a material adverse effect on our
business, financial condition, results of operations and prospects. Manufacturing disruptions could cause significant delays
and disruption in the commercial launch and / or supply shortages of any product we develop. The manufacture of Brug
drug products and drug / devrce combmatron products are-can be complex fe—maﬂu-faeﬁrre—and m&ﬂufaef&ﬁtﬁg—d-ts&rpﬁeﬂs—may

is eeﬁap}e#subject to compllance with extensive regulatory requrrements and we are
dependent on, and expect to continue to rely on, contract manufacturers and other third parties to supply our products and their
components. Manufacturing disruptions may occur, including as a result of scaling up production to meet commercial
requirements or due to global supply chain disruptions. Such problems may prevent the production of lots that meet the
specifications required for sale of a product and may be difficult and expensive to resolve. To the extent we or our commercial
collaborators rely on single source contract manufacturers and suppliers, if disruptions occur in the operations of any one of



those third parties, there may be immediate shortages of our products. If any such issues were to arise, we could lose sales and
associated revenue, incur additional costs, delay commercial launch of new products or suffer harm to our reputation. See
above: “ Risks Related to Product Research & Development and Regulatory Approval- Delays in the manufacture of our clinical
supplies as well as other supply chain disruptions could postpone the initiation of or interrupt clinical studies, extend the
timeframe and cost of development of our product candidates, delay potential regulatory approvals and impact the
commercialization of any approved products. ”; “ Risks Related to Our Dependence on Third Parties- We do not have, and we
do not have plans to establish, our own manufacturing capabilities and instead rely on third- party suppliers and manufacturers
for clinical study materials, including multiple single source suppliers and manufacturers. If these third parties do not perform as
we expect, do not maintain their regulatory approvals or become subject to negative circumstances, it could delay, prevent or
impair our product development or commercialization efforts, or those of our collaborators, and harm our business; ”” and
Risks Related to Our Dependence on Third Parties- In some cases, we may be contractually required to obtain clinical or
commercial product supplies from specific third parties or there may be a limited number of third- party suppliers of raw
materials and other components of our product candidates or future products, which may heighten our dependence on those third
parties and-, increase the risk of manufacturing disruptions , and result in higher development costs or costs of goods sold .

If competitors obtain approval for generlc versions of our products, our busmess may suffer. XACIATO erand any future
-pfeéuets» product we develop ;-eurbus eduet-may face direct competition from
generic products earlier or more aggresswely than antlclpated depending upon the product' s success in the market. In addition
to creating the 505 (b) (2) NDA pathway, the Hatch- Waxman Act amendments to the FDCA authorized the FDA to approve
generic drugs that are the same as drugs previously approved for marketing under the NDA provisions of the statute pursuant to
abbreviated new drug applications, or ANDAs. An ANDA relies on the nonclinical and clinical testing conducted for a
previously approved reference listed drug, or RLD, and must demonstrate to the FDA that the generic drug product is identical
to the RLD with respect to the active ingredients, the route of administration, the dosage form, and the strength of the drug and
also that it is “ bioequivalent ” to the RLD. The FDA is prohibited by statute from approving an ANDA when certain marketing
or data exclusivity protections apply to the RLD. If a third party is able to demonstrate bioequivalence without infringing our
patents or if a data exclusivity period granted to a product under the FDCA is successfully challenged, a third party may be able
to introduce a competing generic product onto the market before the expiration of the applicable patents or exclusivity period
under the FDCA. Reduction or loss of periods of market exclusivity for our products could negatively affect our business,
operating results and financial condition. We will need to obtain FDA approval of any proposed prescription medical product
name, and any failure or delay associated with such approval may adversely affect our business. Any name we intend to use for
our current or future product candidates will require approval from the FDA regardless of whether we have secured a formal
trademark registration from the U. S. Patent and Trademark Office, or USPTO. The FDA typically conducts a review of
proposed new prescription medical product names, including an evaluation of the potential for confusion with other product
names. The FDA may also object to a proposed product name if it believes the name inappropriately implies medical claims or
contributes to an overstatement of efficacy. If the FDA objects to any of our proposed product names, we may be required to
adopt alternative names for our product candidates. If we adopt alternative names, we would lose any goodwill or brand
recognition developed for previously used names and marks, such as Ovaprene, as well as the benefit of any existing trademark
applications for such product candidate and may be required to expend significant additional resources in an effort to identify a
suitable product name that would qualify under applicable trademark laws, not infringe the existing rights of third parties, and
be acceptable to the FDA. We or a commercial collaborator may be unable to build a successful brand identity for a new
trademark in a timely manner or at all, which would limit our or our collaborator’ s ability to commercialize our product
candidates. Even if we receive marketing approval from the FDA, we may fail to receive similar approvals outside the U. S.,
which could substantially limit the value of our products. To market any fatare-product outside the U. S., we, or our commercial
collaborators, must obtain separate marketing approvals from comparable regulatory authorities for each jurisdiction and comply
with numerous and varying regulatory requirements of other countries, including clinical trials, commercial sales, pricing,
manufacturing, distribution and safety requirements. The time required to obtain approval in other countries might differ from,
and be longer than, that required to obtain FDA approval. Approval by the FDA or a comparable foreign authority does not
ensure approval by regulatory authorities in any other countries or jurisdictions, but a failure to obtain marketing approval in one
jurisdiction may adversely impact the likelihood of approval in other jurisdictions. The marketing approval process in other
countries may include all of the risks associated with obtaining FDA approval in the U. S., as well as other risks. Further, for
approval in foreign jurisdictions, we may not have rights to reference the necessary clinical and nonclinical data that we do not
own or have licensed rights to use, as we anticipate doing under the 505 (b) (2) regulatory pathway in the U. S., and we, or our
commercial collaborator, may have to conduct further nonclinical studies or clinical trials or develop other additional data to
seek approvals in other jurisdictions. In addition, in many countries outside the U. S., a new product must receive pricing and
reimbursement approval prior to commercialization. This can result in substantial delays in these countries. Additionally, the
product labeling requirements outside the U. S. may be different and inconsistent with the U. S. labeling requirements,
negatively affecting our ability to market our products in countries outside the U. S. In addition, we may be subject to fines,
suspension or withdrawal of marketing approvals, product recalls, seizure of products, operating restrictions and criminal
prosecution if we, or our commercial collaborator, fail to comply with applicable foreign regulatory requirements. In such an
event, our ability, or our commercial collaborator’ s ability, to market to the full target market for our products will be reduced
and the full market potential of our products may not be realized, which could have a material adverse effect on our business,
financial condition, results of operations and prospects. Risks Related to Section S03B Compounding We plan to generate
revenue from sales of our proprietary Sildenafil Cream formulation produced by Section 503B- registered outsourcing
facilities, but we have no experience in this line of business and may not be successful in our efforts. One aspect of our




business strategy is to enter into licensing arrangements with outsourcing facilities through which we can generate
revenue from sales of our proprietary Sildenafil Cream formulation produced by those outsourcing facilities under
Section S03B. We have no experience in the compounded drugs market and we have never entered into arrangements
with outsourcing facilities. We will be required to successfully identify and enter into satisfactory arrangements with one
or more outsourcing facilities, and no assurances can be given that we will be successful in doing so on commercially
reasonable terms or at all. Even if we are successful in this regard, we may not generate sufficient revenue to recover our
costs. Establishing such arrangements could be expensive and time consuming, disrupt our other operations, require
significant capital expenditures and distract management and our other employees from other aspects of our business.
We will be reliant on Section S03B- registered outsourcing facilities to produce our proprietary Sildenafil Cream
formulation, and their failure to adequately perform their obligations could harm our reputation, business and financial
condition. If we are able to enter into arrangements with one or more outsourcing facilities, we will be reliant on them to
compound and distribute our proprietary Sildenafil Cream formulation and to comply with applicable statutory and
regulatory requirements, including FDA' s cGMP regulations and related FDA guidance for drugs compounded at
outsourcing facilities. We will also be reliant on suppliers that supply sildenafil citrate to the outsourcing facilities. We
will not control or direct the compounding or distribution process used by these parties, and we will have no control over
their ability to maintain adequate quality control, quality assurance and qualified personnel. These arrangements also
involve other risks, including:  the inability of third parties to consistently meet product specifications and quality
requirements; * delay or inability to procure or expand sufficient manufacturing capacity; ° issues related to scale- up of
manufacturing; ¢ costs and validation of new equipment and facilities required for scale- up;  third parties may not be
able to appropriately execute necessary manufacturing procedures and other logistical support requirements; ¢ third
parties may fail to comply with cGMP requirements and other FDA or other comparable regulatory requirements; ©
breach, termination or non- renewal of agreements in a manner or at a time that is costly or damaging to us; * inability
to procure or maintain state licenses in those states into which our proprietary Sildenafil Cream formulations are
shipped; ° third parties may not devote sufficient resources to our needs; * the operations of third parties could be
disrupted by conditions unrelated to our business or operations; and ° logistics carrier disruptions or increased costs
that are beyond our control. Adverse developments affecting the supply of sildenafil citrate or the compounding or
distribution operations of parties involved in the compounding and distribution of our proprietary Sildenafil Cream
formulation may result in lot failures, inventory shortages, shipment delays, product withdrawals or recalls or other
interruptions in the availability of our proprietary Sildenafil Cream formulation. We may also have to undertake costly
remediation efforts, or seek more costly supply, compounding and distribution alternatives. Some of these events could
be the basis for FDA action, including injunction, request for recall, seizure, total or partial suspension of production, or
issuance of a Form 483 or Warning Letter. Our plan to bring our proprietary Sildenafil Cream formulation to market
under Section S03B will subject us to a variety of new regulations and related potential liability. We plan to enter into
arrangements with one or more outsourcing facility (ies) to produce and distribute our proprietary Sildenafil Cream
formulation under Section 503B. An outsourcing facility must meet certain conditions under Section S03B, including
registering with the FDA, operating in compliance with the FDA’ s cGMP regulations and guidance, and is subject to
FDA inspection. Outsourcing facilities have been subject to increased scrutiny of their compounding activities by the
FDA and state governmental agencies. Governmental inquiries or actions or litigation brought against us or any of our
suppliers or outsourcing facilities relating to our proprietary Sildenafil Cream formulation, whether or not such inquiry,
action or litigation ultimately results in penalties, changes to our business practices or other consequences, could have an
adverse effect on our reputation, business and financial condition. We or any outsourcing facility with which we have a
business relationship may also face allegations, litigation, and regulatory investigations under federal or state laws
related to the promotion, advertising, fulfillment, distribution, and / or sale of our proprietary Sildenafil Cream
formulation under Section 503B. Litigation and regulatory proceedings, and particularly the healthcare,
pharmaceutical- related, consumer protection, data privacy and / or class action matters we could face, may be
protracted and expensive, and the results are difficult to predict. Such litigation or regulatory proceedings and
investigations, unexpected side effects or safety or efficacy concerns with our proprietary Sildenafil Cream formulation
or related negative publicity could have an adverse effect on our reputation, business and financial condition. Achieving
and maintaining market acceptance of our proprietary Sildenafil Cream formulation produced and distributed under
Section S03B could be negatively impacted by perceived risks associated with compounded drugs. Compounded drugs
are not FDA- approved products; lawfully compounded drugs are specifically exempt from FDA approval pursuant to
Section S03B (a). Some physicians may be hesitant to prescribe, and some patients may be hesitant to purchase and use,
a compounded drug for a variety of reasons, including because it is not required to be, and has not been, approved for
marketing and sale by the FDA. In addition, certain outsourcing facilities have experienced both facility and product
quality issues and been the subject of negative media coverage and litigation, and the actions of these facilities have
resulted in increased scrutiny of compounding activities. Our ability to generate revenue from sales of our proprietary
Sildenafil Cream formulation produced and distributed under Section 503B will be adversely impacted if we are unable
to achieve and maintain market acceptance for it. Sildenafil citrate must remain on the list of bulk substances that may
be used in compounding under Section 503B, and if it were to be removed, we would be unable to offer our proprietary
Sildenafil Cream formulation under Section S03B. Sildenafil citrate is currently listed among those nominated
substances for which bulk drug substance may be used in compounding by Section S03B- registered outsourcing
facilities; the so- called" Category 1" list pending FDA’ s evaluation. However, we have no control over whether
sildenafil citrate will remain on the list of bulk drug substance that may be used in compounding by outsourcing facilities



or for how long. If sildenafil citrate is removed from the list, we would be unable to offer our proprietary Sildenafil
Cream formulation via a Section 503B- registered outsourcing facility, and it could harm our reputation, business and
financial condition. In addition, a third party could request that the FDA remove sildenafil citrate from the list of bulk
substances that may be used in compounding by Section 503B- registered outsourcing facilities. If removed from such
list, outsourcing facilities would be prohibited from producing any compounded drug that includes sildenafil citrate,
including our proprietary Sildenafil Cream formulation. For information regarding how the FDA intends to evaluate
whether there exists a clinical need for compounding with a bulk drug substance, see' Regulation of Compounded
Drugs," below. If a compounded drug formulation provided by an outsourcing facility leads to patient injury or death,
or results in a product recall, we may be exposed to significant liability and reputational harm. The success of our
proprietary Sildenafil Cream formulation produced and distributed under Section S03B will depend to a significant
extent upon perceptions of product quality. We could be adversely affected if the formulation is subject to negative
publicity. We could also be adversely affected if it or similar products sold by other companies, or any products sold by
outsourcing facilities that produce our proprietary Sildenafil Cream formulation, prove to be, or are alleged or asserted
to be, harmful to patients. There are a number of factors that could result in the injury or death of a patient who takes a
compounded drug, including quality issues, manufacturing or labeling flaws, improper packaging or unanticipated or
improper distribution or other uses of the compounded drug, any of which could result from human or other error. Any
of these situations could lead to a recall of, or safety alert relating to, the compounded drug. Similarly, to the extent any
of the ingredients used to produce a compounded drug have quality or other problems that adversely affect the finished
compounded drug, its sales could be adversely affected. Because of our dependence upon perceptions of prescribing
physicians and their patients, any adverse publicity associated with illness or other adverse effects resulting from the use
or misuse of our proprietary Sildenafil Cream formulation produced and distributed under Section 503B, any similar
product sold by other companies, or related to compounded formulations generally, could have a material adverse
impact on our reputation, business, and financial condition. Risks Related to Employee Matters and Managing Our Growth
We have a relatively small number of employees to manage and operate our business. As of March 2728 , 2024-2025 , we had
26-23 employees, of which 24-21 were full- time and five-two were part- time. Our focus on Hmiting-controlling our cash
utilization requires us to manage and operate our business in a highly efficient manner, relying on consultants and other third-
party service providers for product development and operational expertise we require, and to limit full- time personnel
resources. With a small number of employees, our ability to supervise the service providers we engage, including our CMOs and
CROs, may be constrained, which may impact the timing and quality of services we receive. No assurance can be given that we
’Vlll be able to run our opeldtlons or dccomphsh all of the objectives we otherwise would seek to accomplish with the 11mlted

were to become unable to work for a protracted perlod for any reason, or if they were to resign at rou(rhly the same time, our
business could suffer. Our ability to effectively manage and operate our business could become significantly impaired and our
expenses could increase materially, including as a result of expenditures related to recruiting, hiring and training qualified new
employees and engaging additional consultants and service providers to perform the job responsibilities of the employees on
leave or who resign. If we or our collaborators or service providers experience staffing shortages, it may result in significant
delays in our anticipated development program timelines. If we fail to attract and retain management and other key personnel,
we may not successfully complete development of, obtain regulatory approval for or commercialize our product candidates, or
otherwise implement our business plan. Our ability to compete in the highly competitive biopharmaceutical industry depends
upon our ability to attract and retain highly qualified managerial and key personnel. We depend highly on our senior
management. Losing the services of our senior management, and our chief executive officer in particular, could impede, delay or
prevent the development and commercialization of our product candidates, harm our ability to raise additional funds and
negatively impact our ability to implement our business plan. If we lose the services of any of our senior management team, we
might not find suitable replacements on a timely basis or at all, and our business could be materially harmed. We do not
maintain “ key man ” insurance policies on the lives of any of our senior management employees. We might not attract or retain
qualified management and other key personnel in the future due to the intense competition for qualified personnel among
biopharmaceutical companies and other life sciences R & D organizations, particularly in the San Diego area where we are
headquartered. In addition, our limited personnel and financial resources may result in greater workloads for our employees
compared to those at companies with which we compete for personnel, which may lead to higher levels of employee burnout
and turnover. Many of the other companies with whom we compete for qualified personnel have greater financial and other
resources, different risk profiles and longer histories in the industry than we do. They also may provide more diverse
opportunities and better opportunities for career advancement. If we cannot attract and retain the necessary personnel to
accomplish our business objectives, we may experience constraints that will harm our ability to implement our business strategy
and achieve our business objectives. New legal precedent, laws and regulations and increased levels of lawsuits by public
company stockholders could make it costlier or more difficult for us to obtain certain types of insurance, including director and
officer liability insurance, and we may be forced to accept reduced policy limits and coverage or incur substantially higher costs
to obtain the coverage that is the same or similar to our current coverage. The impact of these events could also make it more



difficult for us to attract or retain qualified persons to serve as our senior management or on our board of directors. Our business
development strategy involves identifying and acquiring or in- licensing potential product candidates or technologies. We
assembled our current portfolio of product candidates through the acquisition of companies and assets and in- licensing
transactions beginning in 2017. We may engage in strategic transactions that could cause us to incur additional liabilities,
commitments or significant expense. These efforts may not be successful, including for reasons discussed in elsewhere in this
Risk Factors section and also: * we may fail to appropriately evaluate the potential risks and uncertainties associated with a
transaction; * there may be intense competition to acquire or in- license promising product candidates and technologies and
many of our competitors have considerably more financial, development and commercialization resources than we have; * we
may not effectively integrate the acquired or in- licensed assets, businesses, personnel, intellectual property or business
relationships; ¢ we may underestimate the development and regulatory approval challenges, costs and timelines and
overestimate the market opportunity for the potential product candidates and technologies; and ¢ during development, the
acquired or in- licensed product candidates may not prove to be safe or effective in their targeted indications. We may fail to
realize the anticipated value of any strategic transaction and the costs of a transaction may outweigh the benefits we realize
from it. In addition, we have used shares of our common stock as consideration in strategic transactions and we may do so in the
future, which may result in significant dilution to our stockholders. Any strategic transaction we pursue may not produce the
outcomes and benefits we orlglnally anticipated and may adversely 11npact our operatmg results and financial condition and be
detrimental to our company in general RisksRelated ; nfore
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protection, er-our business, financial condition, results viany-of operations
the-patents-and prospects could be materially harmed. We depend heavnly on patent appl-teaﬁeﬂs—fehed-&peﬂ—by-rlghts and
other intellectual property in- licensed to us from are-tieensed-to-us-by-third partics to protect most of the products and
technologies we develop . Our-ability;-er-For the-abiity-of some such rights, our third- party licensors control patent
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such patent strategy
and prosecutlon, and our hcensors ’fe-eb’fa-tﬁ—aﬁd-matntarn—may not always act in er-our best interest Heense;-valid-and
enforeeable-patents-. Due to evolving legal standards relating to the patentability, validity and enforceability of patents covering
pharmaceutical inventions and the scope of claims made under these patents, our ability, and that of our licensors, to obtain or
enforce patents is uncertain and involves complex legal and factual questions for which important legal principles are
unresolved. As a result, the validity and enforceability of patents cannot be predicted with certainty. In addition, we do not know
whether we or our licensors were the first to make the inventions covered by each of our issued patents and pending patent
applications. We or our licensors may not have been the first to file patent applications for these inventions. Periodic
maintenance fees on any issued patent are due to be paid to the USPTO and foreign patent agencies in several stages over the
lifetime of the patent. The USPTO and various foreign governmental patent agencies require compliance with a number of
procedural, documentary, fee payment and other similar provisions during the patent application process. While an inadvertent
lapse can in many cases be cured by payment of a late fee or by other means in accordance with the applicable rules, there are
situations in which noncompliance can result in abandonment or lapse of the patent or patent application, resulting in partial or
complete loss of patent rights in the relevant jurisdiction. Non- compliance events that could result in abandonment or lapse of a
patent or patent application include, but are not limited to, failure to respond to official actions within prescribed time limits,
non- payment of fees and failure to properly legalize and submit formal documents. In such an event, our competitors might be
able to enter the market, which would have a material adverse effect on our business. We cannot be certain if any of the patents
that cover our product candidates will be eligible to be listed in the Orange Book following a drug product marketing approval.
The advantage of being listed in the Orange Book is that, under the Hatch- Waxman Act, any future generic applicant for any of
our approved products needs to include a patent certification in their generic application with respect to each patent listed in the
Orange Book for an approved product (referred to as the “ listed drug ) for which they are seeking approval. If the generic
applicant believes that any of the patents in the Orange Book on the listed drug is invalid, unenforceable, or not infringed by
their product, the generic applicant usually will file a “ Paragraph IV ” certification on that patent if they plan to challenge the
patent. When a generic applicant files a Paragraph IV certification, they must provide the listed drug applicant (and the patent
owner if different) a notice that they filed a generic application with the Paragraph IV certification. If, in reply to that notice, the
listed drug holder files a patent lawsuit against the generic applicant within 45 days of the Paragraph IV notice, a 30- month
automatic stay is imposed by the Hatch- Waxman Act on FDA during which FDA may not approve the generic application
(unless the patent litigation is resolved in the generic applicant’ s favor). These 30- month stays are major protection available in
the Hatch- Waxman Act for innovative drug makers. However, if our products are approved, but one or more of our patents are
not listed in the Orange Book, generic firms that might seek approval of a generic version of our product would not have to
certify ” in their generic drug applications as to any such unlisted patent. This could result in the absence of a 30- month stay and
thus faster approval of some generic applications for our products. Other companies or individuals may independently develop
similar or alternative technologies or duplicate our technologies. This could enable our competitors to develop a competing
product that avoids infringing our patents. In such an event, our competitors might be able to enter the market, which could
significantly harm the commercial opportunity for our product candidates. The laws of some foreign countries do not protect our
proprietary rights to the same extent or in the same manner as U. S. laws, and we may encounter significant problems in




protecting and defending our proprietary rights in these countries. We will be able to protect our proprietary rights from
unauthorized use by third parties only to the extent that our proprietary technologies, products and product candidates are
covered by valid and enforceable patents or are effectively maintained as trade secrets. As an example, the complexity and
uncertainty of European laws have increased in recent years. In Europe, a new unitary patent system was launched on June 1,
2023, which significantly impacted European patents, including those granted before the introduction of such a system. Under
the unitary patent system, European applications now have the option, upon grant of a patent, of becoming a Unitary Patent
which are subject to the jurisdiction of the Unitary Patent Court (UPC). As the UPC is a new court system, there is no precedent
for the court, increasing the uncertainty of litigation. Patents granted before the implementation of the UPC have the option of
opting out of the jurisdiction of the UPC and remaining as national patents in the UPC countries. Patents that remain under the
jurisdiction of the UPC will be potentially vulnerable to a single UPC- based revocation challenge that, if successful, could
invalidate the patent in all countries who are §1gnat0rle§ to the UPC. We cannot predlct with certalnty the long term effects of

backlog of patent apphcatlom at the USPTO that may lead to delays in havmg patent apphcatlon% examlned by the USPTO
There can be no assurance that any patent applications relating to our products or methods will be issued as patents or, if issued,
that the patents will not be challenged, invalidated or circumvented or that the rights granted thereunder will provide a
competitive advantage. We and our licensors may not obtain patent rights on products, treatment methods or manufacturing
processes that we may develop or to which we may obtain license or other rights. Even if patents are issued to us and our
licensors, rights under any issued patents may not provide us with sufficient protection for our product candidates or provide
sufficient protection to afford us a commercial advantage against our competitors or their competitive products or processes. It is
possible that no patents will be issued from any pending or future patent applications owned by us or licensed to us. Others may
challenge, seek to invalidate, infringe or circumvent any patents we own or license, including the patents we have licensed to
date and any other patents we may license in the future. Conversely, in the future we may have to initiate litigation against third
parties to enforce our intellectual property rights. The defense and enforcement of patent and intellectual property claims are
both costly and time consuming, even if the outcome is favorable to us. Any adverse outcome could subject us to significant
liabilities, require us to license disputed rights from others or require us to cease selling our future products. In addition, many
other organizations are engaged in research and product development efforts that may overlap with our products. Such
organizations may currently have, or may obtain in the future, legally blocking proprietary rights, including patent rights, in one
or more products or methods we are developing or considering for development. These rights may prevent us from
commercializing technology, or they may require us to obtain a license from the organizations to use the technology. We may
not obtain any such licenses that may be required on reasonable financial terms, if at all, and there can be no assurance that the
patents underlying any such licenses will be valid or enforceable. As with other companies in the pharmaceutical industry, we
are subject to the risks that persons located in other countries will engage in development, marketing or sales activities of
products that would infringe our intellectual property rights if such activities were conducted in the U. S. and enforcing our
intellectual property rights against such persons may be difficult or not possible. Our patents and other intellectual property also
may not afford protection against competitors with similar technology. We may not have identified all patents, published
applications or published literature that affect our business either by blocking our ability to commercialize our product
candidates, by preventing the patentability of our products or by covering the same or similar technologies that may affect our
ability to market or license our product candidates. Many companies have encountered difficulties in protecting and defending



their intellectual property rights in foreign jurisdictions. If we encounter such difficulties or are otherwise precluded from
effectively protecting our intellectual property rights in either the U. S. or foreign jurisdictions, our business prospects could be
substantially harmed. In addition, because of funding limitations and our limited cash resources, we may not be able to devote
the resources that we might otherwise desire to prepare or pursue patent applications, either at all or in all jurisdictions in which
we might desire to obtain patents, or to maintain already- issued patents. The APIs in XACIATO, patents-and-the-patent
appheations-eovering-Sildenafil Cream , DARE- HRT1, DARE- VVA1, DARE- HPV, and XACEHATO-other products we are
developing are not proprietary to us or our licensors. There are generic drugs available with the same APIs. The patent
protection we and our licensors may obtain and maintain for such product candidates arc limited to specific formulations,
processes , methods of delivery, and / or uses e-ﬁs-l-}deﬂa-ﬁ-l-&ﬂd—el-méaﬁryetn— whlch aﬂd-eﬂfm&fket—eppeftuﬂtty—mdy not afford
us sufﬁclent be—l-mted—by—t-he—}aelee-f—pateﬂt—protectlon agalnst :
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patent litigation or other intellectual property proceedings relating to our future produd approvals which could result in ]1c1b111ty
for damages or delay or stop our development and commercialization efforts. The pharmaceutical industry has been
characterized by significant litigation and other proceedings regarding patents, patent applications, trademarks and other
intellectual property rights. The situations in which we may become party to such litigation or proceedings may include any
third parties initiating litigation claiming that our products infringe their patent or other intellectual property rights, or that one of
our trademarks or trade names infringes the third party’ s trademark rights; in such case, we would need to defend against such
proceedings. The costs of resolving any patent litigation or other intellectual property proceeding, even if resolved in our favor,
could be substantial. Many of our potential competitors will be able to sustain the cost of such litigation and proceedings more
effectively than us because of their substantially greater resources. Uncertainties resulting from the initiation and continuation of
patent litigation or other intellectual property proceedings could have a material adverse effect on our ability to compete in the
marketplace, our financial condition and our stock price. Patent litigation and other intellectual property proceedings may also
consume significant management time. If a competitor infringes upon our patent or other intellectual property rights, including
any rights licensed by us, enforcing those rights may be costly, difficult and time- consuming. Even if successful, litigation to
enforce our intellectual property rights or to defend our patents against challenge could be expensive and time- consuming and
could divert our management’ s attention. We may not have sufficient resources to enforce our intellectual property rights or to
defend our patent or other intellectual property rights against a challenge. Our rights to enforce and defend patents we in-
license depend upon the terms of our agreements with our third- party licensors, and in some cases, our licensors have
the right to control patent enforcement litigation and defense against patent infringement litigation, and we have
indemnification obligations for certain losses arising from third- party claims. We also have indemnification obligations
under our out- license agreements for XACIATO and Ovaprene, which could subject us to significant liabilities that may
have a material adverse effect on our business, results of operations and financial condition. Our rights to
indemnification by our licensors and licensees may not be adequate to compensate us for losses or the potential loss of
our ability to manufacture and sell products. [f we were unsuccessful in enforcing and protecting our intellectual property
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i infrt i We cannot guarantee that we or any of our licensors’ patent searches or analyses,
including but not limited to the identification of relevant patents, the scope of patent claims or the expiration of relevant patents,
are complete or thorough, nor can we be certain that we have identified each and every third- party patent and pending
application in the U. S., Europe and elsewhere that is relevant to or necessary for the commercialization of our product
candidates in any jurisdiction. For example, in the U. S., applications filed before November 29, 2000 and certain applications
filed after that date that will not be filed outside the U. S. remain confidential until patents issue. Patent applications in the U. S.,
EU and elsewhere are published approximately 18 months after the earliest filing for which priority is claimed, with such
earliest filing date being commonly referred to as the priority date. Therefore, patent applications covering our future product
candidates, or their manufacture or use may currently be unpublished. Additionally, pending patent applications that have been
published can, subject to certain limitations, be later amended in a manner that could cover our product candidates or the use of
our product candidates. The scope of a patent claim is determined by an interpretation of the law, the written disclosure in a
patent and the patent’ s prosecution history. Our or our licensors’ interpretation of the relevance or the scope of a patent or a
pending application may be incorrect, which may negatively impact our ability to market our product candidates. We or our
licensors may incorrectly determine that our product candidates are not covered by a third- party patent or may incorrectly
predict whether a third party’ s pending application will issue with claims of relevant scope. Our or our licensors’ determination
of the expiration date of any patent in the U. S., the EU or elsewhere that we consider relevant may be incorrect, which may
negatively impact our ability to develop and market our product candidates. Our licensors’ failure to identify and correctly
interpret relevant patents may negatively impact our ability to develop and market our product candidates. From time to time, we
or our licensors may identify patents or applications in the same general area as our products and product candidates. We or our
licensors may determine these third- party patents are irrelevant to our business based on various factors including our or our
licensors’ interpretation of the scope of the patent claims and our or our licensors’ interpretation of when the patent expires. If
the patents are asserted against us, however, a court may disagree with our or our licensors’ determinations. Further, while we or
our licensors may determine that the scope of claims that will issue from a patent application does not present a risk, it is
difficult to accurately predict the scope of claims that will issue from a patent application, our determination may be incorrect,
and the issuing patent may be asserted against us or our licensors. We cannot guarantee that we or our licensors will be able to
successfully settle or otherwise resolve such infringement claims. If we or our licensors fail in any such dispute, in addition to
being forced to pay monetary damages, we may be temporarily or permanently prohibited from commercializing our product
candidates. We or our licensors might, if possible, also be forced to redesign our product candidates so that we or our licensors
no longer infringe on the third- party intellectual property rights. Any of these events, even if we or our licensors were
ultimately to prevail, could require us to divert substantial financial and management resources that we would otherwise be able
to devote to our business. We also rely upon trade secrets to protect our technology, product and product candidates, and trade
secrets can be difficult to maintain and enforce. In addition to patent and trademark protection, we also rely on trade secrets,
including unpatented know- how, technology and other proprietary information, to derive a competitive advantage for products
we develop, especially where we believe patent protection is not appropriate or obtainable. However, trade secrets are difficult



to maintain. Monitoring unauthorized uses and disclosures of our intellectual property is difficult, and we do not know whether
the steps we have taken to protect our intellectual property will be effective. Moreover, we or any of our collaborators’
employees, consultants, contractors or scientific and other advisors may unintentionally or willfully disclose our proprietary
information to competitors and we may not have adequate remedies in respect of that disclosure. Enforcement of claims that a
party illegally disclosed or obtained and is using trade secrets is difficult, expensive and time consuming and the outcome is
unpredictable. In addition, foreign courts are sometimes less willing than U. S. courts to protect trade secrets. If our competitors
independently develop equivalent knowledge, methods and know- how, we would not be able to assert our trade secrets against
them and our business could be harmed. Our competitors may independently develop knowledge, methods and know- how
equivalent to our trade secrets. Competitors may be able to legally obtain products of ours and replicate some or all of the
competitive advantages we derive from our development efforts for technologies on which we do not have patent protection. If
any of our trade secrets were to be lawfully obtained or independently developed by a competitor, we would have no right to
prevent them, or those to whom they communicate it, from using that technology or information to compete with us. If any of
our trade secrets were to be disclosed to or independently developed by a competitor, our competitive position could be harmed.
Confidentiality agreements with employees and others may not adequately prevent disclosure of our know- how, trade secrets
and other proprietary information and may not adequately protect our intellectual property, which could limit our ability to
compete. We enter into confidentiality and nondisclosure agreements with our employees, CROs, CMOs, consultants,
collaborators, sponsored researchers, and scientific and other advisors. These agreements generally require that the other party
keep confidential and not disclose to third parties all confidential information developed by the party on our behalf or made
known to the party by us during the course of the party’ s relationship with us. We also enter into intellectual property
assignment agreements with our employees, consultants and certain other service providers, which generally provide that
inventions conceived by the party in the course of rendering services to us will be our exclusive property. However, these
agreements may not be honored or may not effectively assign intellectual property rights to us. We have not entered into any
non- compete agreements with any of our employees. We cannot guarantee that the confidential nature of our proprietary
information will be maintained by our employees and others in the course of their future employment with or provision of
services to a competitor. Enforcing a claim that a party illegally disclosed or obtained and is using our know- how, trade secrets
or other proprietary information is difficult, expensive and time consuming and the outcome is unpredictable. If we are unable
to prevent unauthorized material disclosure of our intellectual property to third parties, we will not be able to establish or
maintain a competitive advantage for the products we develop, which could materially adversely affect our business, operating
results and financial condition. Provisions in our agreements with governmental agencies and non- profit organizations may
affect our intellectual property rights and the value of our development programs to our company. Certain of our product
development activities have been funded, are being funded and may in the future be funded, by the U. S. government and / or
not- for- profit organizations. Our agreements for these sources of funding include, and may in the future include, terms and
conditions that affect our intellectual property rights. For example, under our CRADA with NICHD for the Phase 3 clinical
study of Ovaprene, the U. S. government has a nonexclusive, nontransferable, irrevocable, paid- up right to practice for research
or other government purposes any invention of either party conceived or first actually reduced to practice in the party’ s
performance of the CRADA and both parties will jointly own inventions jointly invented by their employees in performing the
research plan. Under the CRADA, we were granted an exclusive option to negotiate an exclusive or nonexclusive development
and commercialization license with a field of use that does not exceed the scope of the research plan to rights that the U. S.
government may have in inventions jointly or independently invented by NICHD employees for which a patent application is
filed . Under our subaward agreement with VentureWell, the federal government has a nonexclusive license to obtain
access to and to share research results and data, as well as certain rights, including “ march- in ” rights, in intellectual
property conceived, made, created, developed or reduced to practice in our performance of the research activities and
objectives relating to advancement of our DARE- HPV program specified in the subaward agreement, pursuant to and
in accordance with the Bayh- Dole Act of 1980. During the term of the subaward agreement and for three years
thereafter, we are subject to certain restrictions on foreign access to the intellectual property and other technology
developed by or for us in or for the provision of such services, including restrictions on our sale or other transfer of such
technology to a foreign firm or institution (which would include a sale of our company and a sale or licensing of such
technology, but not sales of products or components) without the prior approval of the federal agency providing funding
for the subaward agreement . The U. S. federal government retains certain rights in inventions produced with its financial
assistance. Under the Bayh- Dole Act, the federal government retains a nonexclusive, nontransferable, irrevocable, paid- up
license for its own benefit. The Bayh- Dole Act also provides federal agencies with “ march- in ” rights. March- in rights allow
federal agencies, in specified circumstances, to require the recipient of federal funding (the contractor) or successors in title to
the patent to grant a nonexclusive, partially exclusive or exclusive license to a third party if it determines that (i) adequate steps
have not been taken to achieve practical application of the invention, (ii) government action is necessary to meet public health or
safety needs, (iii) government action is necessary to meet requirements for public use under federal regulations or (iv) unless the
requirement has been waived, the contractor has failed to substantially manufacture in the U. S. any product embodying the
subject invention that is intended for U. S. commerce. If the contractor or its successor refuses to do so, the government may
grant the license itself. The federal government also has the right to take title to these inventions if the contractor or its successor
fails to disclose the invention to the government or fails to file an application to register the intellectual property within specified
time limits. To date, no federal agency has ever exercised march- in rights; however, the Biden administration has-announced
that it ¥tews-viewed march- in rights as a legitimate means for the government to address rising pharmaceutical costs and future
use of march- in rights by the government is uncertain. Any exercise by the government of march- in rights could harm our
competitive position, business, financial condition, results of operations and prospects. Under the-our grant agreements with the



Foundation s v , we agreed to make PARE-—FARCHDARE-EBT
aﬂd-&ny—et-heﬁploduuts services, processes, technologies, mdtermls softwme data, other innovations, and intellectual property
resulting from the respective projects funded by the respective grants (referred to as Funded Developments), available and
accessible at an affordable price to people most in need within developing countries, and to promptly and broadly disseminate
the knowledge and information gained from the project funded by the grant (referred to as the Global Access Commitment). In
connection with the Global Access Commitment, under the agreement, we also granted the foundation that awarded the grant a
nonexclusive, perpetual, irrevocable, worldwide, royalty- free, fully paid up, sublicensable license to make, use, sell, offer to
sell, import, distribute, copy, create derivative works, publicly perform, and display Funded Developments and essential
background technology (referred to as the Humanitarian License). We are required to ensure that the Humanitarian License
survives the assignment or transfer of Funded Developments and essential background technology. Our obligations under the
Global Access Commitment and the Humanitarian License may limit the value to us of the Funded Developments.
Disruptions at the FDA, NIH, SEC and other government agencies, including due to lack of funding, changes in
leadership, significant personnel turnover, or diminished staffing, could delay or disrupt clinical and preclinical
development and potential marketing approval of our product candidates and hinder our ability to raise additional
capital. Twice in the past decade, the previous appropriations legislation deadline was reached and Congress failed to
pass a new appropriations bill or continuing resolution to temporarily extend funding, resulting in U. S. government
shutdowns that caused federal agencies to halt non- essential operations. The federal government came close to another
shutdown several times in recent years. Political polarization among lawmakers may lead to a higher frequency and
longer duration of government shutdowns in the future. A federal government shutdown could prevent or delay staff at
federal agencies from performing key functions that may adversely affect our business. In addition, considerable
uncertainty exists regarding how federal government policy changes and budget decisions will unfold, including the
regulatory and spending priorities of the new U. S. presidential administration and Congress, and what challenges
potential policy changes and budget reductions will present for us and our industry generally. Measures being
implemented by the new U. S. presidential administration are expected to significantly impact federal regulatory
agencies, such as by reducing funding to or restructuring such agencies. For example, in the first quarter of 2025, the
new U. S. presidential administration began terminating federal government employees and federal agencies were
directed to develop plans for large- scale reductions in force and reorganization. As a result, agencies throughout the
federal government may experience mass layoffs, as well as a significant number of voluntary departures. The impact of
these changes at federal government agencies with which we interact is uncertain at this time, however, mass layoffs and
large- scale voluntary departures, in particular at the FDA, NIH, ARPA- H and SEC, could adversely impact our
company. For example, if it experiences significant workforce reduction or turnover, the FDA in the future may be
unlikely to meet its application review goals or be available for timely interactions regarding our product development
plans, which could delay our ability to advance clinical development of our product candidates or obtain marketing
approvals. The ability of the FDA to review and approve new product applications or take action with respect to other
regulatory matters can be affected by a variety of factors, including funding levels, ability to accept the payment of user
fees, ability to hire and retain key personnel, and statutory, regulatory and policy changes. Disruptions at the FDA may
delay meetings and other communications with or on- site inspections by agency staff necessary to progress development
of our product candidates and may slow the time necessary for acceptance, review and approval of applications to
commence clinical studies or to market a new product in the U. S. By way of further example, disruptions at the NIH,
including its various institutes and centers, such as NICHD, could delay or prevent providing or processing new grant
awards to fund research and development activities and disrupt staff’ s work and other activities or funding under active
grant / cooperative agreements. As discussed elsewhere in this report, including in this Risk Factors section, changes and
disruptions at HHS agencies could result in delays or disruptions to our Phase 3 clinical study of Ovaprene and
advancement of our DARE- FARCSHHPYV program. Moreover, reduced funding levels or leadership and policy changes at
HHS agencies could negatively impact our ability to obtain additional grant awards or other Fanded-Developments-non-
dilutive federal funding opportunities.Disruptions at the SEC could prevent or delay SEC staff from performing key
functions,including,for example,granting acceleration requests for registration statements,declaring registration statements or
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ends-onApri-F2024-3f-a federal government s hutdm\ n halts non- essential SEC opelatlons for an e\tended perlod durmg
which we do not have an effective shelf registration statement ,it may negatively impact our ability to raise additional capital
through registered offerings of our securities #rthe-fature-If a prolonged U.S.government shutdown or other event or condition
occurs that prevents or significantly delays the FDA,NIH,SEC or other regulatory agencies from hiring and retaining personnel
and conducting their regular activities ,or if an agency is restructured or experiences a significant reduction in
funding,leadership changes,workforce reduction or employee turnover .it could significantly impact the ability of these
agencies to timely review and process our regulatory submissions and may impede our access to additional capital needed to
maintain or expand our operations or to complete important acquisitions or other transactions,which could have a material
adverse effect on our business . Business interruptions resulting from public health crises, natural disasters or
telecommunication and electrical failures may materially and adversely affect our business, operating results and financial
condition. We may experience significant business disruptions as a result of a public health emergency, natural or manmade
manmade-disaster, act of terrorism, war, or telecommunications or electrical failure that impacts our facilities or employees, or
those of the third parties on which we rely for key business activities. The effects of such events or conditions may materially



and adversely affect our product development activities in the future, including as a result of: « difficulties and delays in clinical
study site initiation, including due to diversion of healthcare resources away from conducting clinical studies or delays in IRB
review and approval of clinical study protocols ; - difficulties and delays in recruiting and enrolling clinical study participants
and conducting follow- up visits; ¢ interruption of key clinical study activities, such as study site and data monitoring, due to
operational closures or disruptions at our CROs or study sites or limitations on travel or in- person gatherings; * staff
disruptions and turnover internally or at our CMOs, CROs, clinical study sites, collaborators or other third parties on which we
rely, either directly or 1nd1rect1y asa result of reallocation of resources, illness, v&eerne—government mandates or other changes
in terms of employment 3 -8 ; : ; ; ptea
difficulties and delays in productron of cllnlcal trial rnaterrals and commercral product including due to supply chain disruptions
or resource constraints or reallocation on the part of our CMOs and raw materials suppliers; ¢ interruptions in U. S. or global
shipping that may affect the transport and delivery of raw materials, clinical study materials and commercial product 3 ®
imposition of new or increased tariffs, sanctions, import / export controls or other trade policies that significantly
increase the costs of the components and raw materials used in the production of XACIATO or our product candidates ;
« changes in local regulations in response to a public health emergency or other emergency situation that may require changes in
the ways our clinical studies are conducted, require us to discontinue a clinical study, or make it more difficult for commercial
and medical affairs field teams to call on or otherwise access healthcare providers; ¢ patient delays in seeking or receiving
treatment, either due to fear of infection or inaccessibility of healthcare providers; ¢ delays in interactions with the FDA or a
foreign regulatory authority necessary to advance clinical development of our product candidates, or delays in their review
process and timing of potential approval of our product candidates, including delays in pre- approval manufacturing or clinical
study site inspections; ¢ difficulties and delays in establishing or maintaining strategic commercial or development
collaborations due to the reallocation of resources or shifting business strategies of collaborators or potential collaborators away
from the women’ s health market in general or our areas of focus within women’ s health in particular; or ¢ disruption and
volatility in the financial markets which negatively impacts our access to additional capital or stock price. For example, in
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net—emefge—fer—seme—t-}me—The COVID 19 pandennc dlsrupted our product development actlvrtres and the busrness activities of
third parties on which we rely. The COVID- 19 pandemic contributed to a slower than anticipated pace of enrollment of
participants in our exploratory Phase 2b RESPOND clinical study of Sildenafil Cream as a result of operational restrictions or
closure of certain study sites due to their adherence to governmental guidelines intended to reduce the spread of COVID- 19.
The COVID- 19 pandemic also caused us to prioritize advancement of certain of our development programs over others, or
certain development activities within a program over others, due to anticipated or actual difficulties and delays in recruiting
clinical study sites and participants and obtaining clinical trial materials and supplies. The strategies we implement designed to
mitigate the effects or potential effects on our business of a public health emergency such as the COVID- 19 pandemic, a natural
or manmade disaster, act of terrorism, war or telecommunications or electrical failure that impacts our facilities or employees or
those of third parties on which we rely may not be effective. The occurrence of such an event or condition could cause
significant delays in the timelines for our clinical studies, our regulatory submissions or potential marketing approvals of our
product candidates, substantially increase our development costs, and delay or contribute to delays in the commercial launch of
any approved product or market acceptance of the product. The longer such an event or condition persists, the greater the
potential for significant adverse impacts to our business operations and those of the CROs, CMOs, commercial collaborators,
and other third- party service providers and vendors on which we depend to, among other things, conduct our clinical and
nonclinical studies, supply our clinical trial materials, assist with regulatory affairs necessary to advance and seek regulatory
approval for our programs, and market, sell and distribute our products, if approved for commercial sale . Public health
emergencies, natural or manmade manmade-disasters, acts of terrorism, war or telecommunications or electrical failures may
also have the effect of heightening many of the other risks and uncertainties described in this “Risk Factors Zsection. Product
liability lawsuits against us could cause us to incur substantial liabilities. We face an inherent risk of product liability exposure
as a result of testing of our product candidates in human clinical trials and will face an even greater risk following commercial
launch of a product we develop. If we cannot successfully defend ourselves against claims that our products or product
candidates caused injuries, we will incur substantial liabilities or be required to limit commercialization of our products.
Regardless of merit or eventual outcome, liability claims may result in: * decreased demand for any marketed product; ¢ product
recalls, withdrawals or labeling, marketing or promotional restrictions; * termination of product development or commercial
collaborations; ¢ loss of revenue; « withdrawal of clinical study participants and delays in commencement or completion of
clinical studies; ¢ injury to our reputation and significant negative media attention; * significant costs to defend the related
litigation;  substantial monetary awards to patients or clinical study participants; ¢ diversion of our management’ s time and
other resources from pursuing our business strategy; and ¢ a decline in our stock price. We carry product liability insurance that
we believe to be adequate for our clinical testing and product development programs and in connection with XACIATO.
However, insurance coverage is increasingly expensive, and it may be difficult to obtain adequate product liability insurance in
the future. Our inability to obtain and retain sufficient product liability insurance at an acceptable cost to protect against potential
product liability claims could prevent or inhibit the commercialization of any of our product candidates, if approved for
commercial sale . We also have indemnification obligations to our commercial and other collaborators. Although we will
endeavor to obtain and maintain such insurance in coverage amounts we deem adequate, any claim that may be brought against
us could result in a court judgment or settlement in an amount that is not covered, in whole or in part, by our insurance or that is
in excess of the limits of our insurance coverage. Our insurance policies also have various exclusions, and we may be subject to
a product liability claim for which we have no coverage. We may have to pay any amounts awarded by a court or negotiated in a



settlement that exceed our coverage limitations or that are not covered by our insurance, and we may not have, or be able to
obtain, sufficient capital to pay such amounts. Our current or future employees, clinical investigators, commercial collaborators
or service providers may engage in misconduct or other improper activities, including non- compliance with laws and
regulatory standards. We may become exposed to the risk of employees, clinical investigators, commercial collaborators,
CMOs, CROs, consultants or other vendors engaging in fraud or other misconduct. Misconduct by our employees or third
parties on which we rely for the development and commercialization of our products and product candidates could include
intentional failures, such as failures to: (1) comply with FDA or other regulators’ requirements, (2) provide accurate information
to such regulators, (3) comply with clinical and nonclinical research standards and manufacturing standards established by us
and / or required by the FDA or other laws and regulations, or (4) comply with SEC rules and regulations. In-partienlar;-sales
Sales , marketing and business arrangements in the health care industry are subject to extensive laws, regulations and industry
guldance intended to prevent fraud, misconduct, kickbacks, self- dealing and other abusive practices. These laws and regulations
may restrict or prohibit a wide range of pricing, discounting, marketing and promotion, sales commission, customer incentive
programs and other business arrangements. Misconduct by current or future employees, clinical investigators, commercial
collaborators, CROs, consultants or other vendors could also involve the improper use of information obtained in the course of
clinical trials, which could result in regulatory or civil sanctions and serious harm to our reputation. It is not always possible to
identify and deter misconduct by these parties, and the precautions we take to detect and prevent this activity may not be
effective in controlling unknown or unmanaged risks or losses, or in protecting us from governmental investigations or other
actions or lawsuits stemming from a failure to comply with such laws or regulations. If any such actions are instituted against us,
and we are not successful in defending or asserting our rights, those actions could have a significant adverse effect on our
business, including the imposition of significant fines or other sanctions, and eurreputation-reputational harm . The
pharmaceutical and medical device industries are highly regulated and subject to various fraud and abuse laws, including,
without limitation, the U. S. federal Anti- Kickback Statute, the U. S. federal False Claims Act and the U. S. Foreign Corrupt
Practices Act. Health care providers and third- party payors play a primary role in the recommendation and prescription of drug
products and medical devices that are granted marketing approval. Our arrangements with health care providers, commercial
collaborators, principal investigators, consultants, third- party payors, customers and other organizations may expose us to
broadly applicable fraud and abuse and other health care laws and regulations in the U. S. Health care fraud and abuse
regulations are complex, and even minor irregularities can give rise to claims that a statute or prohibition has been violated. The
laws that may affect our operations include: ¢ the federal Anti- Kickback Statute (and comparable state laws), which prohibits,
among other things, any person from knowingly and willfully offering, providing, soliciting or receiving remuneration, directly
or indirectly, overtly or covertly, in cash or in kind, to induce either the referral of an individual, for an item or service or the
purchasing or ordering of a good or service, for which payment may be made under federal health care programs such as the
Medicare and Medicaid programs. The federal Anti- Kickback Statute is subject to evolving interpretations. In the past, the
government has enforced the federal Anti- Kickback Statute to reach large settlements with health care companies based on
sham consulting and other financial arrangements with physicians. A person or entity does not need to have actual knowledge of
the statute or specific intent to violate it in order to have committed a violation. In addition, the government may assert that a
claim including items or services resulting from a violation of the federal Anti- Kickback Statute constitutes a false or fraudulent
claim for purposes of the civil False Claims Act; ¢ federal and state civil and criminal false claims laws, including the civil False
Claims Act which prohibit, among other things, any person or entity from knowingly presenting, or causing to be presented, a
false, fictitious or fraudulent claim for payment to the U. S. government, knowingly making, using, or causing to be made or
used, a false record or statement material to a false or fraudulent claim to the U. S. government, or from knowingly making a
false statement to avoid, decrease or conceal an obligation to pay money to the U. S. government. Actions under these laws may
be brought by the U. S. Attorney General or as a qui tam action by a private individual in the name of the government. The
federal government uses these laws, and the accompanying threat of significant liability, in its investigation and prosecution of
pharmaceutical and biotechnology companies throughout the U. S., for example, in connection with the promotion of products
for unapproved uses and other allegedly unlawful sales and marketing practices; * federal, civil and criminal statues created
under HIPAA (and similar state laws), which prohibit, among other actions, knowingly and willfully executing, or attempting to
execute, a scheme to defraud any health care benefit program, including private third- party payors, knowingly and willfully
embezzling or stealing from a health care benefit program, willfully obstructing a criminal investigation of a health care offense,
and knowingly and willfully falsifying, concealing or covering up a material fact or making any materially false, fictitious or
fraudulent statement in connection with the delivery of or payment for health care benefits, items or services. Similar to the
federal Anti- Kickback Statute, a person or entity does not need to have actual knowledge of the statute or specific intent to
violate it in order to have committed a violation; ¢ the Physician Payments Sunshine Act, enacted as part of the ACA, which,
among other things, imposes reporting requirements on manufacturers of FDA- approved drugs, devices, biologics and medical
supplies covered by Medicare or Medicaid to report to CMS, on an annual basis, information related to payments and other
transfers of value to physicians (defined broadly to include doctors, dentists, optometrists, podiatrists, and chiropractors), certain
advanced non- physician health care practitioners, and teaching hospitals, as well as ownership and investment interests held by
physicians and their immediate family members in such manufacturers; « HIPAA, as amended by HITECH, and their respective
implementing regulations, which impose specified requirements relating to the privacy, security and electronic exchange of
individually identifiable health information, or" protected health information" when subject to HIPAA. Among other things,
HITECH makes some of HIPAA’ s privacy and all of HIPAA' s security standards directly applicable to *“ business associates, ”
defined as independent contractors or agents of covered entities, that create, receive, maintain or transmit protected health
information in connection with providing a service for or on behalf of a covered entity." Covered entity" or entities that must
comply with HIPAA, include certain health care providers, health plans, and health care clearinghouses. HITECH also increased



the civil and criminal penalties that may be imposed against covered entities, business associates and third parties unlawfully in
possession of protected health information, and gave state attorneys general new authority to file civil actions for damages or
injunctions in federal courts to enforce HIPAA and seek attorney’ s fees and costs associated with pursuing federal civil actions;
and ¢ the U. S. Foreign Corrupt Practices Act, which prohibits U. S. organizations and their representatives from offering,
promising, authorizing or making corrupt payments, gifts or transfers of value to non- U. S. officials, which in many countries,
could include interactions with certain health care professionals. The scope and enforcement of these laws is uncertain and
subject to rapid change in the current environment of health care reform, especially in light of the lack of applicable precedent
and regulations. The risk of violation of, and subsequent investigation and prosecution for violations of, the laws described
above may be mitigated through the implementation and maintenance of compliance programs by us and our commercial
collaborators and other third parties on which we rely for important aspects of development or commercialization of our
products and product candidates, but these risks cannot be eliminated entirely. Ensuring that our current and future business
operations and arrangements with third parties comply with applicable health care laws and regulations could involve substantial
costs. It is possible that governmental authorities will conclude that our business practices do not comply with current or future
statutes, regulations, agency guidance or case law involving applicable fraud and abuse or other health care laws and
regulations. If we or our operations, or those of a commercial collaborator or other third party on which we rely for development
or commercialization of our products and product candidates, are found to be in violation of any of the laws described above or
any other governmental regulations that apply to us or that third party, we may be subject to significant civil, criminal and
administrative penalties, including monetary damages, fines, individual imprisonment, disgorgement, loss of eligibility to obtain
approvals from the FDA, exclusion from participation in government contracting, health care reimbursement or other
government programs, including Medicare and Medicaid, contractual damages, reputational harm, administrative burdens,
diminished profits and future earnings, additional reporting requirements if we become subject to a corporate integrity
agreement or other agreement to resolve allegations of non- compliance with any of these laws, and / or the curtailment or
restructuring of our operations. If any of the physicians or other health care providers or entities with whom we expect to do
business is found to be not in compliance with applicable laws, they may be subject to criminal, civil or administrative sanctions,
including exclusions from government funded health care programs. If regulatory authorities challenge our activities, or those of
a commercial collaborator or other third party on which we rely, under these laws, any such challenge could have a material
adverse effect on our reputation, business, results of operations and financial condition. Any investigation of us or the third
parties with whom we contract, including a commercial collaborator, regardless of the outcome, would be costly and time
consuming, and may negatively affect our results of operations and financial condition. Cyber- attacks, security breaches, loss of
data and other disruptions to our information technology systems or those of our collaborators or third- party service providers
could compromise sensitive information related to our business, delay or prevent us from accessing critical information, subject
us to significant financial loss, and expose us to liability, any of which could adversely affect our business and our reputation.
We utilize information technology systems and networks in the ordinary course of our business to process, transmit and store
sensitive data, including confidential information, intellectual property, and personally identifiable information of our
employees, consultants and others. As the use of digital technologies has increased, cyber incidents, including deliberate attacks
(such as the deployment of harmful malware and other malicious code, ransomware, denial of service, social engineering, and
other attempts to gain unauthorized access to computer systems and networks), have increased in frequency and sophistication,
and have become increasingly difficult to detect. These threats pose a risk to the security of our systems and networks and those
of our collaborators and third- party service providers, including our CMOs and CROs for our clinical studies, which store
sensitive or confidential data of ours, and could compromise the confidentiality, availability and integrity of such information
stered-there-which 1s-may be vital to our operations and business strategy. A successful cyber- attack could cause serious
negative consequences for us, including, without limitation, the disruption of our operations, the misappropriation or destruction
of our confidential information and sensitive data, including clinical trial data, corporate strategic plans and financial
information, and the misappropriation of other assets, including our cash. Organizations and governmental bodies with far
greater resources than ours dedicated to cybersecurity have proven vulnerable to cyber- attacks. There can be no assurance we
will succeed in preventing cybersecurity breaches or successfully mitigate their effects. In March 2023, we became aware that
we had been subject to a criminal fraud commonly referred to as “ business email compromise fraud. ” The incident involved
unauthorized access to an employee’ s email account by a third- party impersonator and resulted in an electronic payment of
approximately $ 0. 4 million intended for a vendor being fraudulently misdirected to unknown parties. We retained a third party
to assist in our investigation of the incident and implementation of remedial measures, including enhancements to our controls
relating to electronic payments to third parties. Approximately $ 0. 2 million of the fraud loss was covered by insurance. We do
not believe this incident had or will have a material impact on our business, financial condition or results of operations.
However, cyber- related criminal activities continue to evolve and increase in frequency and sophistication, including as a result
of advancements in generative artificial intelligence technology, and our security measures and controls may not be successful
in preventing further cyber- related crimes. Despite implementing security measures, any of the information technology systems
belonging to us or our collaborators and third- party service providers , including our CMOs and CROs for our clinical
studies, and the sensitive and confidential information contained within them are vulnerable to damage or interruption from
computer viruses and other malware, unauthorized access, including as a result of employee error (e. g., phishing or spoofing
scams) or malfeasance, service interruptions, system malfunctions, natural disasters, terrorism, war, and telecommunication and
electrical failure. We rely on third- party service providers and technologies for our data processing- related activities, including
without limitation third- party providers of cloud- based infrastructure, encryption and authentication technology, employee
email, and other functions. ©ar-We rely on these third parties to implement effective security measures and identify and
correct for any such failures, deficiencies or breaches. However, our ability to monitor these third parties' cybersecurity



practices is limited, and these third parties may not have adequate fermation-security measures in place. In addition, we do not
have our own information technology department or personnel and rely on third- party eonsultants-and-otherserviee-providers-to
establish-and-maintatn-eur-information technology infrastraeture-and-systems-consultants to assist our management in
assessing . identifying and managing our cybersecurity risks. We do not control these third parties and they may fail to
perform as expected. Moreover, the shift to remote working arrangements and the prevalent use of mobile devices that access
sensitive or confidential information increases the risk of data security breaches. Technology security systems and other security
measures in employees’ homes or other places they may work may not be as robust and more vulnerable to cybersecurity
attacks. Any system failure, accident, security breach or data breach that causes interruptions in our own or in third- party
collaborators’ or service providers’ operations could result in unauthorized, unlawful, or accidental acquisition, modification,
destruction, loss, alteration, encryption, disclosure of, or access to our sensitive or confidential information , or that of our
employees, collaborators, service providers and participants in our clinical studies . A security incident or other
interruption could disrupt our ability (or that of third parties upon which we rely) to conduct our business operations and could
divert significant resources to remedy or mitigate the damage caused. For example, if clinical or nonclinical study data is lost or
becomes compromised, it could result in delays in our product development and regulatory approval efforts and significantly
increase our costs due to additional time and resources necessary to recover and verify, or potentially reproduce, the data. In
addition, a security breach or privacy violation that leads to disclosure of personally identifiable information or protected health
information could require us to make notifications to the public as well as regulatory authorities, harm our reputation, subject us
to audit, investigation, steep fines and administrative penalties and mandatory corrective action. A data breach could also
require us to verify the correctness of database contents and subject us to litigation, including class action lawsuits, or other
liability under laws and regulations that protect personal data, consumer protection and other laws. Further, our information
technology and other internal infrastructure systems, including firewalls, servers, leased lines and connection to the internet,
face the risk of systemic failure, which could disrupt our operations. If any disruption or security breach results in a loss or
damage to our data or applications, or inappropriate disclosure of confidential or proprietary information, we may incur resulting
liability, our product development programs and competitive position may be adversely affected, the further development of our
product candidates may be delayed, and the manufacture and sale of any approved products may be impaired. The costs related
to significant security breaches or disruptions could be material, and, as was the case with the fraud discovered in March 2023,
our insurance coverage may not cover all the losses arising from any such disruption in, or failure or security breach of, our
systems or third- party systems where information important to our business operations and product development is stored or
processed. In addition, such insurance may not be available to us in the future on economically reasonable terms, or at all.
Further, our insurance may not cover all claims made against us and could have high deductibles in any event, and defending a
suit, regardless of its merit, could be costly and divert management attention. Moreover, if the information technology systems
of our third- party collaborators, service providers or vendors become subject to disruptions or security breaches, we may have
insufficient recourse against such third parties and we may have to expend significant resources to mitigate the impact of such an
event. Our business may be adversely affected by general tmfavefab}e-eﬁmﬂﬂetpafed-maefeeeeneme—condltlons in the global
economy and financial markets and geopolitical tensions and cvents. Various macroeconomic factors could adversely affect
our business, our results of operations and financial condition, including a U. S. government shutdown, delay or failure of the U.
S. government to raise the federal debt ceiling, an increased rate of inflation, rising interest rates, adverse developments
affecting financial institutions or the financial services industry, recessionary concerns and overall unfavorable economic
conditions and uncertainties, including those resulting from geopolitical events, including the wars in Ukraine and the Middle
East and strained relations between the U. S. and a number of foreign countries; international economic sanctions, including
those imposed on Russia ; new or increased tariffs and other barriers to trade ; climate change concerns; or public health
emergencies, including the COVID- 19 pandemic. U. S. government actions to reduce the federal deficit, or its delay or failure
to raise the federal debt ceiling, may result in reduced funding for government- funded or subsidized health programs or require
the federal government to stop or delay making payments on its obligations under such programs, which could impact sales of
our products covered under such programs, if any, and negatively affect our operating results. Interest rates and the ability to
access credit markets could adversely affect the ability of patients, payors and distributors to purchase, pay for and effectively
distribute our products, if and when appreved-commercially available . Similarly, unfavorable or uncertain macroeconomic
factors could affect the ability of our current or potential future collaborators, third- party service providers or suppliers,
including sole source or single source manufacturers or suppliers, licensors or licensees to remain in business, or otherwise
manufacture or supply our clinical trial material and products or commercialize our products, if and when approved. Failure by
any of them to remain in business or allocate adequate resources to our products and product candidates could have a material
adverse effect on our efforts to develop and obtain regulatory approvals for our product candidates and generate revenue from
any approved products. We expect to continue to incur substantial costs and demands on management time to comply with laws
and regulations affecting public companies. We incur and expect to continue to incur significant legal, accounting and other
expenses as a public reporting company. We expect that these expenses will increase if and when we become an “ accelerated
filer, ” as defined in rules adopted by the SEC under the Securities Exchange Act of 1934. Generally, we will become an
accelerated filer if our public float as of the last business day of June is $ 75 million or more and we reported annual revenues of
$ 100 million or more for our most recently completed fiscal year. Regardless of whether we become an accelerated filer, we
may need to hire additional accounting, finance and other personnel in connection with our continuing efforts to comply with the
corporate governance, disclosure and other reporting requirements of being a public company, and our management and other
personnel, of whom we have a small number, will need to continue to devote substantial time towards compliance matters and
initiatives. For example, pursuant to Section 404 of the Sarbanes- Oxley Act of 2002, we must furnish a report annually by our
management on the effectiveness of our internal control over financial reporting, and performing the system and process



documentation and evaluation necessary to issue that report requires us to incur substantial expense and expend significant
management time. If and when we are an accelerated filer, we will also have to obtain an attestation report on our internal
control over financial reporting by our independent registered public accounting firm, which may substantially increase
compliance costs. Recent SEC rules and rulemaking initiatives, such as the-those new-regarding pay versus performance,
compensation clawback, and cybersecurity ;-and-elimate-related-disclosure requirements, may result in significant additional
time and expense devoted to compliance initiatives. We are a smaller reporting company and a non- accelerated filer and the
reduced disclosure requirements available to us may make our common stock less attractive to investors. The SEC established
the smaller reporting company, or SRC, category of companies in 2008, and expanded it in 2018, in an effort to provide general
regulatory relief for smaller companies. SRCs may choose to comply with scaled financial and non- financial disclosure
requirements in their annual and quarterly reports and registration statements relative to non- SRCs. In addition, companies that
are not ““ accelerated filers ” can take advantage of additional regulatory relief. Whether a company is an accelerated filer or a
SRC is determined on an annual basis. For so long as we qualify as a non- accelerated filer and / or an SRC, we will be
permitted to and we intend to rely on some or all of the accommodations available to such companies. These accommodations
include: * not being required to provide an auditor’ s attestation of management’ s assessment of internal control over financial
reporting required by Section 404 (b) of the Sarbanes- Oxley Act of 2002; « reduced financial disclosure obligations, including
that SRCs need only provide two years of financial statements rather than three years; a maximum of two years of acquiree
financial statements are required rather than three years; fewer circumstances under which pro forma financial statements are
required; and less stringent age of financial statements requirements; ¢ reduced non- financial disclosure obligations, including
regarding the description of their business, management’ s discussion and analysis of financial condition and results of
operations, market risk, executive compensation, policies governing transactions with related persons, and corporate
governance; and  later deadlines for the filing of annual and quarterly reports compared to accelerated filers. We will continue
to qualify as a SRC and non- accelerated filer for so long as (a) our public float is less than $ 75 million as of the last day of our
most recently completed second fiscal quarter or (b) our public float is $ 75 million or more but less than § 700 million and we
reported annual revenues of less than $ 100 million for our most recently completed fiscal year. We may choose to take
advantage of some, but not all, of the available accommodations. We cannot predict whether investors will find our common
stock less attractive if we rely on these accommodations. If some investors find our common stock less attractive as a result,
there may be a less active trading market for our common stock and the price of our common stock may be more volatile. Our
ability to use net operating loss carryforwards and other tax attributes to offset taxable income may be limited. We have incurred
substantial losses during our history, do not expect to become profitable in the near future and may never achieve profitability.
To the extent that we continue to generate taxable losses, unused losses will carry forward to offset future taxable income, if
any, until such unused losses expire, if at all. At December 31, 2023-2024 , we had substantial federal and state net operating
loss, or NOL, carryforwards. However, our federal NOL carryforwards and other tax attributes may not be available to offset
future taxable income because of restrictions under U. S. tax law, including limitations due to ownership changes that
occurred previously or that could occur in the future, and similar limitations may apply under state tax laws. In addition,
under legislation enacted by California in 2024, generally, there is a suspension of the NOL deduction for tax years 2024
through 2026 for taxpayers with net business income or modified adjusted gross income of $ 1 million or more, and a
limit of $ 5 million of business credits on the aggregate use of otherwise allowable business tax credits that any taxpayer
could claim for tax years beginning 2024 through 2026. For these reasons, we may not be able to realize a tax benefit
from the use of our NOL carryforwards and other tax attributes, even if we attain profitability. We have recorded a full
valuation allowance related to our NOL carryforwards and other deferred tax assets due to the uncertainty of the ultimate
realization of the future benefits of those assets. See Note 78 *“ Income Taxes ™ to the accompanying consolidated financial
statements for more information about limitations on our ability to use our NOL carryforwards and other tax attributes. Such
limitations could result in increased future...... Related to Ownership of Our Common Stock The price of our common stock may
rise and fall rapidly, substantial price fluctuations may occur regardless of developments in our business or our operating
performance, and you could lose all or part of your investment as a result. The stock market in general, and the market for
biopharmaceutical companies in particular, have experienced significant volatility, which has often been unrelated to the
operating performance of particular companies. The stocks of small cap and microcap biopharmaceutical companies like ours
tend to be highly volatile. Our common stock has experienced extreme trading price and volume fluctuations in the past,
including fluctuations that have been unrelated or disproportionate to developments in our business and our operating
performance, and we expect that our stock price will continue to experience high volatility. The market price for our common
stock may be influenced by a variety of factors, some of which are beyond our control or are related in complex ways, including:
« significant developments with our product development programs, such as actual or anticipated changes to development and
approval timelines, results from any clinical trial, unanticipated serious safety concerns, suspension or discontinuation of a
program, initiation of a new pregrams-— program and communications or decisions from the FDA or other regulatory

authorities relating to applications we submit for clinical trials or marketing approval of our pfeéuet—eaﬂd-léa’ees—m—eaeh—ease
parttentarly-theserelated-to-ourelinteal—stage-product candidates; * announcements of capital raising transactions, including

sales of our common stock or securities convertible into or exercisable for shares of our common stock by us, or expectation of
additional financing efforts; * the amount of our unrestrieted-cash; * the level of actual or anticipated expenses related to
development of our product candidates, and in particular our clinical- stage development programs; * announcements relating to
strategic collaborations or alliances or significant licenses, acquisitions or dispositions of assets or capital commitments by us
or our competitors or companies perceived to be eemparable-economically linked to us; « disputes or other developments
relatmg to proprietary rlghts 1nclud1ng patents htlgatlon matters and our ablhty to obtaln patent protectlon for our technologles :




eommitments-; * additions or departures of key management or scientific personnel; ¢ significant developments with third- party
products or product development programs perceived as competitive to ours, such as results of clinical trials, unanticipated
serious safety concerns, suspension or discontinuation of a program, significant communications or decisions from the FDA or
other regulatory authorities, introduction of new product candidates or new uses for existing products, commercial launch and
product sales; ¢ significant business disruptions, including as a result of cybersecurity incidents, geopolitical events, including
military conflicts, war, terrorism or economic conflicts, or natural disasters such as earthquakes, typhoons, floods and fires or
public health emergencies such as the COVID- 19 pandemic; * events or conditions that affect the financial markets or U. S. or
global economy in general, including geopolitical conflicts, potential or actual U. S. government shutdown or failure to raise the
federal debt ceiling, economic slowdown or recession, increased inflation, and rising interest rates; * regulatory or legal
developments in the U. S. and other countries; ¢ changes in the structure of health care payment systems; ¢ developments or
trends in the biopharmaceutical or women' s health care industries; * period to period fluctuations in our financial results; *
recommendations or reports issued by securities research analysts; ¢ increased s‘elling by our stockholders, as well as the overall
trading volume of our common stock; and ¢ the other factors described in this “Risk Factors Zsection. In the past, following
periods of volatility in companies’ stock prices, securities class- action litigation has often been instituted against such
companies. Such litigation, if instituted against us, could result in substantial costs and diversion of management’ s attention and
resources, which could materially and adversely affect our business and financial condition. If we fail to regain and maintain
compliance with the continued listing requirements of the-The Nasdaq Capital Market, our common stock could be suspended
and delisted, which could, among other things, limit demand for our common stock, substantially impair our ability to raise
additional capital and have an adverse effect on the market price of, and the efficiency of the trading market for, our common

stock. Our common stock is listed on The Nasdaq Capital Market. In August As—pfevteﬁs}y“repeﬁed—efﬂu-l-y—l-%%2024
we received a letter from ﬂ&e—]:tsﬁﬂg—Qﬁahﬁe&&eﬁs—Bepaﬁmeﬂt—&heLNasddq -S’fa-ff—)—ef—bhe%hsdﬁq—S’feel&Market—%N&sdﬁq—)
notifying us that ;-fer-we do not meet the 1a o
be}ew—t-he—mtmmtuﬁ%—l—%—per—shafe—requlrement in Nasdaq Llstlng Rule 5550 (b) (2) f01 contmued llstm;; on The Nasdaq
Capital Market . assetferth-im-Nasdaq Listing Rule 5550 (&b ) (2) ¢requires a company listed on Nasdaq to maintain a
minimum market value of listed securities of $ 35. 0 million, which we refer to as the “ Minimum Bid-Priee-Requirement
MVLS Rule. " 3-We were provided an initial period of 180 calendar days, or until Jantwary+6-February 10 , 2624-2025 . to
regain compliance with the Minimum MVLS Rule Bid-PriceRequirentent- On Janwary+7February 13 , 26242025 , t-he
Nasdaq Staff-> s Listing Qualifications Department notified us that because we had-did not timelyregained--- regain
compliance with the Minimum Bid-Priee-Reguirement MVLS Rule by February 10, 2025 , our common stock swas-is subject
to delisting from Fre-Nasdaq G&ptta-l—k‘}afket—unless we tlmely feqﬂes-ted——— request a hearing before the Nasdaq ~s-Hearings—

Hearing Panel (the “ Panel ) . We submitted-a-timely-requestrequested
for-a hearing before the Panel, which request stayed the Sﬂspeﬁsie&aﬁd—dehstmg of our common stock pending the decision of

the Panel following the hearing and the expiration of any extension period that may be granted by the Panel. OnFebruary27
The hearmg was held on March 25 %924—2025 Pursuant to publlshed N asdaq guldance the Panel typlcally issues

Panel will grant us any extensnon period w1th1n whlch ;

regaln comphanee with the Mmlmum MVLS Rule, or if B—td—P-ﬂee—Reqt&femeﬂt—’Phefe—&re—m&ﬂ-y» any -faetefs—extensmn

vert-we defﬁeﬁsfr&te-wﬂl regaln comphanee with the Mmlmum MV
Rule -Btd—Pﬂee—Requ—rremeﬂt—Wlthm ﬂ&e—E*eepﬁeﬂ—such extension -Peﬂed—perlod a—reverse—steelesp-l-rt—ma—y—ﬂe{—restﬂt—m—&ﬂy

continued listing requlrements of the-The Nasdaq Capital Mdlket and maintain the hstmo of our common stock on -t-he—The
Nasdaq Capital Market even if we regain compliance with the Minimum MVLS Rule Bid-Priee Requirement-. For example,
untll we regamed compllance on July 18 2024 we were not in compllance w1th Other—- the continued listing feqﬂﬁeﬂ&eﬂfs




v W ; 3 ; . The qu%pensron or delisting of our common stock, for
Whatever reason, could among other thrngs substantially impair our ability to raise additional capital; result in the loss of
interest from institutional investors, the loss of confidence in our company by investors and employees, and in fewer financing,
strategic and business development opportunities; and result in potential breaches of agreements under which we made
representations or covenants relating to our compliance with applicable listing requirements. Claims related to any such
breaches, with or without merit, could result in costly litigation, significant liabilities and diversion of our management’ s time
and attention and could have a material adverse effect on our financial condition, business and results of operations. In addition,
the suspension or delisting of our common stock, for whatever reason, may materially impair our stockholders’ ability to buy
and sell shares of our common stock and could have an adver%e effect on the market prrce of and the efficiency of the trading
market for, our common stock. The sale A—rev ; A i ; a

ﬁf—l—@@—shafes—'Phe—sa-}e—e-Petueeeﬁnﬁen—steekln ATM offerrng% or under our equlty llne arrangement may cause wbstantral
dilution to our existing stockholders, and such sales, or the anticipation of such sales, may cause the price of our common stock
to decline. We have used at- the- market, or ATM, offerings to fund a significant portion of our operations in feeent-prior years,
and we may continue to use ATM offerings to raise additional capital in the future. For example, in 2021, we sold an aggregate
of approximately 36-3 . 4-0 million shares of our common stock in ATM offerings. We sold substantially fewer shares in ATM
offerings in 2022 and 2023 and to date in 2024 , however, we may sell significant amounts of shares in ATM offerings again in
the future. In addition, we may sell up to approximately $ 14. 5 million in shares of our common stock under our equity
line arrangement. The purchase price for the shares we may sell under our equity line arrangement will vary based on
the market price of our common stock at the time we initiate a sale. While sales of shares of our common stock in ATM
offerings and under our equity line arrangement may enable us to raise capital at a lower cost compared with other types of
equity financing transactions; such sales may result in substantial dilution to our existing stockholders, and such sales, or the
anticipation of such sales, may cause the trading price of our common stock to decline. The exercise of our outstanding warrants
and options as well as the issuance of shares pursuant to future equity awards under our stock incentive plan may result in
significant dilution to our stockholders. As of December 31, 2823-2024 , we had outstanding warrants to purchase up to
approximately +5-1 . 8-3 million shares of our common stock at a weighted average exercise price of $ 8-7 . 63-49 per share,
outstanding options to purchase up to approximately 0. 9 —5-million shares of our common stock at a weighted average exercise
price of $ +14 . 46-58 per share , and approximately 6-0 . 75 million shares of our common stock remained available for future
issuance under our stock incentive plan. The exercise of a significant portion of our outstanding warrants and options and the
issuance of shares of our common stock pursuant to future equity awards under our stock incentive plan may result in significant
dilution to our stockholders. Substantial future sales of our shares of common stock, or the perception that such sales could
occur, may cause the price of our common stock to decline, even if our business is doing well. Sales of substantial amounts of
our common stock in the public market, or the perception that such sales could occur, may adversely affect the trading price of
our common stock, and may make it more difficult for existing stockholders to sell their shares of our common stock at a time
and price they deem appropriate. We are unable to predict the effect that such sales may have on the trading price of our
common stock. These sales, or the possibility that these sales may occur, also might make it more difficult for us to sell equity
or equity- linked securities in the future at a time and at a price that we deem appropriate. Shares underlying outstanding
warrants represent approximately 14 +5—6-% of the outstanding shares of our common stock as of March 27428 , 2624-2025 ,

and the underlying shares generally may be freely eold nlto the public market following exercise of the warrants by the warrant

holders. In addition, pursaantto-the terms
ﬂ&ay—rssue-lssuance of all of the approxrmately :

shares of our common stock underlying outstandrng optronq and the approxrmately 6—0 7S5 million shares of our common stock
that remained available for future issuance under our stock incentive plan as of December 31, 2623-2024 have been registered
under the Securities Act and such shares if, and when issued, can be freely sold in the public market, except to the extent they
are held by an affiliate of ours, in which case such shares will become eligible for sale in the public market as permitted by Rule
144 under the Securities Act. Almost all of our outstanding warrants have exercise periods that extend into December 2028 or
March 2029 and, as of December 31, 2623-2024 , our outstanding options had a weighted average remaining contractual
exercise period of approximately 6. 7 —5-years. Accordingly, the potential adverse market and price pressures resulting from



these sales, or the perception that such sales could occur, may continue for an extended period of time and continued negative
pressure on the trading price of our common stock could have a material adverse effect on our ability to raise additional capital
through equity or equity- linked financings . In addition, our Restated Certificate of Incorporation, as amended, authorizes
us to issue up to 240. 0 million shares of our common stock. Subject to limitations imposed by Nasdaq or such other
securities exchange on which our securities may be listed, authorized shares of our common stock that are not issued and
outstanding or reserved for issuance may be issued without stockholder approval at any time, in the sole discretion of our
board of directors, and as of December 31, 2024, only approximately 8. 7 million shares were issued and outstanding or
reserved for issuance . If, in the future, we issue additional shares of common stock, warrants or other equity or equity- linked
securities in one or more transactions, at prices and in a manner we determine from time to time, in connection with a financing,
acquisition, litigation settlement, employee arrangements or otherwise, any such issuance could result in substantial dilution to
our existing stockholders and could cause the price of our common stock to decline. We may issue preferred stock with terms
that could dilute the voting power or reduce the value of our common stock. Our Restated eettifieate-Certificate of
tneorporation-Incorporation , as amended, authorizes us to issue, without stockholder approval, one or more series of preferred
stock having such designation, powers, privileges, preferences, including preferences over our common stock respecting
dividends and distributions, terms of redemption and relative participation, optional, or other rights, if any, of the shares of each
such series of preferred stock and any qualifications, limitations or restrictions thereof, as our board of directors may determine.
The terms of one or more series of preferred stock could dilute the voting power or reduce the value of our common stock. For
example, the repurchase or redemption rights or liquidation preferences we could assign to holders of preferred stock could
affect the residual value of our common stock. We do not anticipate paying any cash dividends on our common stock in the
foreseeable future; capital appreciation, if any, will be your sole source of gain as a holder of our shares. We have never
declared or paid cash dividends on any shares of our capital stock. We currently plan to retain all of our future earnings, if any,
and all cash received from the sale of securities, the sale of assets or a strategic transaction to finance the growth and
development of our business. Accordingly, capital appreciation, if any, of our common stock will be the sole source of gain for
our common stockholders for the foreseeable future. Provisions in our certificate of incorporation, our by- laws or Delaware law
might discourage, delay or prevent a change in control of our company or changes in our management and, therefore, depress
the trading price of our common stock. Provisions in our Restated Certificate of Incorporation, as amended, our Third Amended
and Restated By- Laws or Delaware law may discourage, delay or prevent a merger, acquisition or other change in control that
our stockholders may consider favorable, including transactions in which our stockholders might otherwise receive a premium
for their shares. These provisions could also limit the price that investors might be willing to pay in the future for shares of our
common stock, thereby depressing the market price of our common stock. In addition, because our board of directors is
responsible for appointing the members of our management team, these provisions might frustrate or prevent any attempts by
our stockholders to replace or remove the current management by making it more difficult for stockholders to replace members
of our board of directors. Among other things, these provisions: ¢ establish a classified board of directors such that all members
of the board are not elected at one time; * allow the authorized number of directors to be changed only by resolution of the board
of directors; ¢ limit the manner in which stockholders can remove directors from the board; ¢ establish advance notice
requirements for nominations for election to the board or for proposing matters that can be acted on at stockholder meetings; °
require that stockholder actions must be effected at a duly called stockholder meeting and prohibit actions by stockholders by
written consent; ¢ limit who may call a special meeting of stockholders; ¢ authorize the board to issue preferred stock without
stockholder approval, which could be used to institute a “ poison pill ”” that would work to dilute the stock ownership of a
potential hostile acquirer, effectively preventing acquisitions that have not been approved by the board; and  require the
approval of the holders of at least 75 % of the votes that all stockholders would be entitled to cast in any annual election of
directors or class of directors to amend or repeal our by- laws or certain provisions of our charter. In addition, we are governed
by Section 203 of the Delaware General Corporate Law, which prohibits a publicly- held Delaware corporation from engaging
in a business combination with an interested stockholder, generally a person which together with its affiliates owns, or within the
last three years has owned, 15 % of its voting stock, for a period of three years after the date of the transaction in which the
person became an interested stockholder, unless the business combination is approved in a prescribed manner. This could
discourage, delay or prevent someone from acquiring or merging with us, whether or not it is desired by, or beneficial to, our
stockholders. Provisions in our by- laws could limit our stockholders’ ability to obtain a favorable judicial forum for disputes
with us or our directors, officers or employees. Our Third Amended and Restated By- Laws provide that, unless we consent in
writing to the selection of an alternative forum, to the fullest extent permitted by law, the Court of Chancery of the State of
Delaware will be the sole and exclusive forum for most legal actions involving actions brought against us by stockholders;
provided that, the exclusive forum provision will not apply to actions or suits brought to enforce any liability or duty created by
the Securities Act, the Exchange Act, or any other claim for which the federal courts have exclusive jurisdiction. If any action
that is required under our by- laws to be brought against us in Delaware is filed by a stockholder in a court other than a court
located within Delaware, the stockholder shall be deemed to have consented to (i) the personal jurisdiction of the state and
federal courts located within Delaware in connection with any action brought in any such court to enforce our Delaware forum
selection provision and (ii) having service of process made upon the stockholder in any such enforcement action by service upon
that stockholder' s counsel, as agent for the stockholder. In addition, our by- laws provide that, unless we consent in writing to
the selection of an alternative forum, to the fullest extent permitted by law, the federal district courts of the United States of
America shall be the sole and exclusive forum for the resolution of any complaint asserting a cause of action arising under the
Securities Act. Any person or entity purchasing or otherwise acquiring any interest in any of our securities shall be deemed to
have notice of and to have consented to these provisions. Under the Securities Act, federal and state courts have concurrent
jurisdiction over all suits brought to enforce any duty or liability created by the Securities Act. We believe the forum selection



provisions in our by- laws may benefit us by providing increased consistency in the application of Delaware law and federal
securities laws by chancellors and judges, as applicable, particularly experienced in resolving corporate disputes, efficient
administration of cases on a more expedited schedule relative to other forums and protection against the burdens of multi- forum
litigation. However, these provisions may have the effect of discouraging lawsuits against us and / or our directors, officers and
employees as it may limit any stockholder’ s ability to bring a claim in a judicial forum that such stockholder finds favorable for
disputes with us or our directors, officers or employees. The enforceability of similar choice of forum provisions in other
companies’ charter documents has been challenged in legal proceedings, and it is possible that, in connection with any
applicable action brought against us, a future court could find the choice of forum provisions contained in our by- laws to be
inapplicable or unenforceable in such action. If a court were to find the choice of forum provision contained in our by- laws to be
inapplicable or unenforceable in an action, we may incur additional costs associated with resolving such action in other
jurisdictions, which could adversely affect our business, financial condition or results of operations. If we fail to attract or
maintain securities analysts to publish research on our business or if they publish or convey negative evaluations of our business,
the price of our stock could decline. The trading market for our common stock relies in part on the research and reports that
industry or financial analysts publish about us or our business. We do not have any control over these analysts. If one or more of
the analysts covering our business downgrade their evaluations of our stock, the price of our common stock could decline. As of
the date of this report, to our knowledge, five analysts cover our company. If one or more of these analysts cease coverage or
fail to regularly publish reports on our business, we could lose visibility in the financial markets, which in turn could cause our
common stock price or trading volume to decline.



