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Risks Related to our Business and Operations We are eutrently-generate-no-revenuesfrontrsales-ofany— an early commercial-
stage biopharmaceutical company with a limited operating history and a single produets— product and-maynever-generate
revenue-or-be-profitable—We-haveno-preduets-approved for commercial sale . We have incurred significant losses and negative

cash flows from operations since our inception and anticipate that we will continue to incur significant expenses and losses for
the foreseeable future.We do—net—have aﬂy—one pfeduets—~ product XDEMVY,whlch recently obtained FDA approved
approval for the treatment sale;w ales-of eur-produets-and-Demodex blepharitis in the
U.S.in July 2023.We have mcurred net lo%%e@ each year since our company’ s formation in 2016.We have funded our operations
primarily from the sale and issuance of redeemable convertible preferred stock,convertible promissory notes and the sale of our
common stock in our wnitiat-publie-offering (PO , Handnasubsequent foHow—on-offeringinMay2622-(the-“Follow- On
Public ©ffering-Offerings ,and under our 2023 ATM Prospectus ,as well as proceeds from product sales,net, our China
Out- License and draws esr-from our Credit Facility {defined-betew)-.For the years ended December 31, 2023 and 2022 and
202+ our net losses were $ 135.9 million and $ 62 1 m—rl-l-teﬁ—&ﬂd—$—l-3-8—m1lhon reqpectrvely As or December 31, %922—2023 and
December 31 ,2022,we had and--
-Beeember%—l%@%%—and—BeeembeH—l—Z—@%l—we—h&d—an accumulated derrcrt ol $ 244. 7 mllllon and $ 108 8 ﬂa-x-l-l-teﬁ—and—$—46—7
million,respectively.Additionally,the net losses we incur may fluctuate significantly from quarter to quarter such that a period-
to- period comparison of our results of operations may not be a good indicator of our future performance.The size of our future
net losses will depend,in part,on the rate of future growth ol our expenqeq and our ab1l1ty to generate revenue.We recently
initiated sales and marketing activities to e v b W v t
ready-for-eommeretalization-commercialize XDEMVY in August 2023 We expect to incur mefeasing—levels—ef—operating
losses over the next several years and for the foreseeable future as-we-advanee-until our revenue from product sales from
XDEMYVY and eommeretatize-any other approved products exceeds expenses , which may never occur.We may never
achieve profitability and,even if approved-we do , we may not be able to sustain eur-- or produeteandidates-increase our
profitability .Our prior losses,combined with expected future losses,have had and will continue to have an adverse effect on our
accumulated deficit and working capital. We expect to continue incurring significant expenses and increasing operating losses
for the foreseeable future. We expect that our expenses will increase substantially if and as we:e continue establish-a
sa-les—ma-rkeﬁﬁg—aﬁd-dﬂtﬂbﬂ&eﬁ—mfr&ﬁruet&r&to commercrahze XDEMVY and any other products for which we may obtain
marketing approval 5 s~ enhance our product development
and planned future commercrahzatron elfort% of our product candldates mcludmg through hiring additional
clinical,regulatory,quality control and scientific personnel;s seek marketing approvals and reimbursement for our product
candidates;® prepare for and initiate additional preclinical,clinical and other studies for our product candidates;* change or add
additional manufacturers or suppliers,some of which may require additional permits or other governmental approvals;e create
additional infrastructure to support our operations as a public company,including adding operational,financial and management
information systems and personnel;e seek to identify,assess,acquire or develop additional product candidates; acquire or in-
license other product candidates and technologies;* make milestone or other payments in connection with the development or
approval of our product candidates;® maintain,protect,enforce and expand our intellectual property portfolio;and ¢ experience
any delays or encounter issues with any of the above.Because of the numerous risks and uncertainties associated with
biopharmaceutical product development,we are unable to accurately predict the timing or amount of increased expenses or
when,or if,we will be able to achieve profitability.Our expenses could increase beyond our expectations if,among other things:e
there are any delays in establishing appropriate manufacturing arrangements for or completing the development of any of our
product candidates;® we are required by regulatory authorities to perform clinical trials or studies in addition to,or different
than,those that we currently expect;or ¢ there are any third- party challenges to our intellectual property or we need to defend
against any intellectual property- related claim. Evenif-We expect to continue to expend substantial resources in connection
with our commerecialization efforts.If we ebtainrregulatory-approvatforand-are successful in commercializing ene-er-more of
ear-product candidates,we expect to incur substantial additional research and development and other expenditures to develop
and market additional product candidates or to expand the approved indications of any marketed product. We may encounter
unlore@een expenses, d1lﬁcult1e% comphcatrom delays and other unknown factors that may adver%ely affect our business. Gur

ﬂab-l-l-rhy—We eemmeneed—aeﬁ%&es—m—l‘@l—é—@tuehmﬁed-expect to expand our development regulatory, eperat-mg—operatlonal
histery-,sales,marketing,and distribution capabilities and,as a result,we may encounter make-it-diffienit-difficulties in
managlng te—eva-l-uate—t-he—sueees‘s—of—our growth,whlch could dlsrupt busrness—te—date—aﬂd—te—assess—our -futttre—ﬁabi-l-rtyeeuf

research and
development programs and commerclallzatlon efforts we expect to experience continued growth in the number of our
employees and the scope of our operations,particularly in the areas of preelinieal--- clinical studtes
development,quality,regulatory affairs,manufacturing,quality control,sales,marketing, and distribution.To manage our
anticipated future growth,we must:e identify,recruit,integrate,maintain and motivate additional qualified personnel;*
manage our development efforts effectively,including the initiation and execution of clinical trials ef-eurproduet



eandidates;establishing-arrangements-for the-our product candidates;and » improve our operational,financial and
management controls,reporting systems and procedures.Our future financial performance and our ability to develop,

manufacture ef-produet-eandidates-and tenger-commercialize our product candidates will depend,in part,on our ability to
effectively manage any future growth,and our management may also have to dlvert ﬁnanc1al and other resources,and a
disproportionate amount of its attention away from day to term : 0

eaﬂd-td&tes—mel-ud-rﬁg—l"—P» day act1v1t1es

g-fewt-h—aet—ﬁ&t-tes—l—ﬁwe—de—net—effectlvely manage the expansion of our operatlonq we Could experience weakne%@eq in our
infrastructure operatlonal mistakes,loss of business opportunities,loss of employees and reduced productivity among remaining

employees.The expansion of our operations also could lead to significant costs and may divert our management and business
development resources.Any inability to manage growth could delay the execution of our business plans or disrupt our
operations.We currently rely,and for the foreseeable future will continue to rely,in substantial part on certain third- party
contract organizations,advisors and consultants to provide certain services,including assuming substantial responsibilities for the
conduct of our clinical trials and the manufacture of our product candidates.We cannot assure you that the services of such third-
party contract organizations,advisors and consultants will continue to be available to us on a timely basis when needed,or that
we can find qualified replacements.In addition,if we are unable to effectively manage our outsourced activities or if the quality
or accuracy of the services provided by our vendors or consultants is compromised for any reason,our clinical trials may be
extended,delayed or terminated,and we may not be able to successfully commercialize XDEMVY, obtain marketing approval
of our product candidates or otherwise advance our business.We cannot assure you that we will be able to properly manage our
existing vendors or consultants or find other competent outside vendors and consultants on economically reasonable terms,or at
all. Many of the biotechnology and pharmaceutical companies that we compete against for qualified personnel and consultants
have greater financial and other resources,different risk profiles and a longer history in the industry than we do.If we are unable
to continue to attract and retain high quality personnel and consultants,the rate and success at which we can discover and
develop product candidates and operate our business will be limited.If we are not able to effectively expand our organization by
hiring new employees and expanding our groups of consultants and contractors,we may not be able to successfully implement
the tasks necessary to further develop and commercialize our product candidates and,accordingly,may not achieve our
research,development and commercialization goals.Our future success depends on our ability to retain key
employees,consultants and advisors and to attract,retain and motivate qualified personnel. We are highly dependent on the
expertise of our executive officers,as well as the other members of our scientific and clinical teams and certain advisors to
develop and soundly execute our business strategy.Although we have employment offer letters with each of our executive
officers,each of them may terminate their employment with us at any time.We do not maintain key person insurance for any of
our executlve% or employees Recmltmg and retalnlng quahﬁed imentlﬂc and-, clinical persenneland-, and #f-wve-are-sueeessfut
v ndidates;sales and marketing personnel,are critical to our
success. The loss of the services of our executive officers or other key employees could impede the achievement of our
research,development and commercialization objectives and seriously harm our ability to successfully implement our business
strategy.Furthermore,replacing executive officers and key employees may be difficult and may take an extended period of time
because of the limited number of individuals in our industry with the breadth of skills and experience required to successfully
develop,gain regulatory approval for and commercialize our product candidates.Competition to hire qualified personnel in our
industry is intense,and we may be unable to hire,train,retain or motivate these key personnel on acceptable terms given the
competition among numerous pharmaceutical and biotechnology companies for similar personnel. Furthermore,to the extent we
hire personnel from competitors,we may be subject to allegations that they have been improperly solicited or that they have
divulged proprietary or other confidential information,or that their former employers own their research output.We also
experience competition for the hiring of scientific and clinical personnel from universities and research institutions.In
addition,we rely on consultants and advisors,including scientific and clinical advisors,to assist us in formulating our research
and development and commercialization strategy.Our consultants and advisors may be employed by employers other than us
and may have commitments under consulting or advisory contracts with other entities that may limit their availability to us.If we
are unable to continue to attract and retain high quality personnel,our ability to pursue our growth strategy will be limited,and
our business,prospects,financial condition and results of operations may be adversely affected.Many of our employees have
become or will become vested in a substantial amount of our common stock or a number of common stock options.Our
employees may be more likely to leave us if the shares they own have significantly appreciated in value relative to the original
purchase prices of the shares,or if the exercise prices of the options that they hold are significantly below the market price of our




common stock.Our future success also depends on our ability to continue to attract and retain additional executive officers and
other key employees.Our #terpat-information technology systems,or those of our third- party CROs or other contractors or
consultants,may fail or suffer security breaches,loss or leakage of data,and other disruptions,which could result in a material
disruption of XDEMVY and our product candidates’ development programs,compromise sensitive information related to our
business or prevent us from accessing critical information,potentially exposing us to liability or otherwise adversely affecting
our business.We are increasingly dependent upon information technology systems,infrastructure and data to operate our
business.In the ordinary course of business,we collect,store and transmit confidential information (including but not limited to
intellectual property,proprietary business information and personal information).It is critical that we do so in a secure manner to
maintain the confidentiality ,availability and integrity of such confidential information.We also have outsourced elements of our
operations to third parties,and as a result we manage a number of third- party contractors who have access to our confidential
information.Despite the implementation of security measures,given their size and complexity and the increasing amounts of
confidential information that they maintain,our internal information technology systems and those of our third- party CROs
,CMO, and other contractors and consultants are potentially vulnerable to breakdown or other damage or interruption from
service interruptions,system malfunction,natural disasters,interruptions or cyber incidents resulting from the conflict between
Russia and Ukraine,terrorism,war and telecommunication and electrical failures,as well as security breaches from inadvertent or
intentional actions by our employees,contractors,consultants,business partners,and / or other third parties,or from cyber- attacks
by malicious third parties (including the deployment of harmful malware,ransomware,denial- of- service attacks,social
engineering and other means to affect service reliability and threaten the confidentiality,integrity and availability of
information),which may compromise our system infrastructure or lead to data leakage.Further,due to the political uncertainty
involving Russia and Ukraine,there is an increased likelihood that escalation of tensions could result in cyber attacks that could
either directly or indirectly impact our operations.To the extent that any disruption or security breach were to result in a loss
of,or damage to,our data or applications,or inappropriate disclosure of confidential or proprietary information,we could incur
liability and reputational damage and the commercial operations of XDEMVY and further development and
eommeretatization-of our drag-product candidates could be delayed. While we have not experienced any such system
failure,accident or security breach to date,we cannot assure you that our data protection efforts and our investment in
information technology and cybersecurity will prevent significant breakdowns,data leakages,breaches in our systems or other
cyber incidents that could have a material adverse effect upon our reputation,business,operations or financial condition,whether
due to a loss of our trade secrets or other proprietary information or other similar disruptions. Our inability to use or access our
information systems at critical points in time could adversely affect the timely and efficient operation of our
business.Any delayed sales,significant costs or lost customers resulting from these technology failures could adversely
affect our business,operations,and financial results. For example,if such an event were to occur and cause interruptions in our
operations,it could result in a material disruption efte our pregrams-commercial operations of XDEMVY and the-further
development of our product candidates could be delayed.In addition,the loss of clinical trial data for our product candidates
could result in delays in our marketing approval efforts and significantly increase our costs to recover or reproduce the
data.Furthermore,significant disruptions of our #terat-information technology systems or security breaches could result in the
loss,misappropriation,and / or unauthorized access,use,or disclosure of,or the prevention of access to,confidential information
(including trade secrets or other intellectual property,proprietary business information,and personal information),which could
result in financial,legal,business,and reputational harm to us.For example,any such event that leads to unauthorized access,use,or
disclosure of personal information,including personal information regarding our clinical trial subjects or employees,could
harm our reputation directly,compel us to comply with federal and / or state breach notification laws and foreign law
equivalents,subject us to mandatory corrective action,and otherwise subject us to liability under laws and regulations
that protect the privacy and security of personal information,including private lawsuits or class actions under the
California Consumer Privacy Act,which could result in significant legal and financial exposure and reputational
damages that could potentially have an adverse effect on our business.We maintain specific coverage to mitigate losses
associated with certain cybersecurity incidents that impact our or our third parties’ systems,networks,and
technologies.Product liability lawsuits against us could cause us to incur substantial liabilities,could divert our resources

and could hmlt or delay our commerclallzatlon of XDEMVY or any product —Pfeéuet—habi-l-tw—law&ﬂ-ts—&gatnst—us—eeﬂ}d

candldateq that we may develop We face an 1nherent rlsk of product liability exposure related to the commerc1allzatlon of
XDEMVY and the testing of our product candidates in human clinical trials and will continue to face aneven-greaterrisk if we
commercially sell any future products that-we may develop. The sale of XDEMVY and any While-we-eurrently-haveno
pfeduefs—t-h&t—haﬁ*e—beeﬁ—appl oved fe&eemmeret&l—sa-}e—products in the future as well as the use of product candidates by us in

clinical trials 58 y may expose us to liability claims.These claims might be made
by patients that use the product healthcare providers,pharmaceutical companies or others selling such products.On
occasion,large judgments have been awarded in class action lawsuits based on products that had unanticipated adverse effects.If
we cannot qucceiefully defend ourselves against claims that XDEMVY et or produeteandidates-or-our produets— product
candidates caused injuries,we could incur substantial liabilities.Regardless of merit or eventual outcome,product liability
claims may result in:* the inability or delay of ;vartation-or-our termination-ofelinteal-trials-efforts to commercialize
XDEMYVY or any products that we may develop ;* decreased demand for XDEMVY or any product candidates or products
that we may develop;* withdrawal of regulatory approval,recall,restriction on the approval or a black box warning or
contraindication for XDEMVY or af-any future product candidates,if approved drag-;» delay,variation or termination of
clinical trials ;* injury to our reputation and significant negative media attention;* withdrawal of clinical trial subjects or
challenges with clinical trial enrollment ;- initiation of investigations by regulators;e significant costs to defend the related



litigation and diversion of management’ s time and our resources;* substantial monetary awards to study subjects or patients;®
product recalls,withdrawals or new labeling requirements ,marketing or promotional restrictions; and e loss of revenue .
Although we maintain product liability insurance coverage , untess-it may not be adequate to cover all liabilities that we
may incur. We anticipate that we will need to increase our insurance coverage as our product candidates advance
through clinical trials. Insurance coverage is increasingly expensive, thus we may not be able to maintain insurance
coverage at a reasonable cost or in and-- an snti-either FP-amount adequate to satisfy any liability that may arise.If a
successful product or clinical trial erpreduetliability claim or series of claims is brought against us for uninsured liabilities or
in excess of insured liabilities,our assets may not be sufficient to cover such claims and our business operations could be
impaired.Our employees,independent contractors,including our CROs and CMOs,commercial
partners,consultants,suppliers,service providers,and other vendors may engage in misconduct or other improper
activities,including noncompliance with regulatory standards and requirements,which could have an adverse effect on our
results of operations.We are exposed to the risk that our employees,independent contractors,including our CROs and
CMOs,commercial partners,consultants,suppliers,service providers,and other vendors may engage in misconduct or other illegal
activity.Misconduct by these parties could include intentional,reckless and / or negligent conduct or other unauthorized activities
that violate the laws and regulations of the FDA and other similar foreign regulatory authorities,including those laws that require
the reporting of true,complete,and accurate information to such foreign regulatory authorities;manufacturing
standards;U.S.federal and state healthcare fraud and abuse,data privacy laws and other similar non - 83-U. S. laws; or laws that
require the true, complete, and accurate reporting of financial information or data. Activities subject to these laws also
involve the improper use or misrepresentation of information obtained in the course of clinical trials, the creation of
fraudulent data in or-our anether-nonclinical studies or clinical trials, or illegal misappropriation of product —eﬁ-l-}ega-}
misappropriationof preduet, which could result in regulatory sanctions and cause serious harm to our reputation.lt is not always
possible to identify and deter misconduct by employees and other third —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 be in compliance with such laws or
regulations.In addition,we are subject to the risk that a person or government could allege such fraud or other misconduct,even if
none occurred.If any such actions are instituted against us,and we are not successful in defending ourselves or asserting our
rights,those actions could have a significant impact on our business and financial results,including,without limitation,the
imposition of significant civil,criminal and administrative penalties,damages,monetary fines,disgorgements,possible exclusion
from participation in Medicare,Medicaid and other U.S.healthcare programs,imprisonment,other sanctions,contractual
damages,reputational harm,future earnings and curtailment of our operations,any of which could adversely affect our ability to
operate our business and our results of operations. Health epidemics The-COVAID-—9-pandemie;which-began-tntate 20+0-and
has-spread-worldwidermay eentine-to-affect our ability to initiate and complete preclinical studies and clinical trials,disrupt
regulatory activities,disrupt our manufacturing and supply chain or have other adverse effects on our business and operations.In
addition, this-pandemie-has-health epidemics could eaused— cause substantial disruption in the financial markets and may
adversely impact economies worldwide,both of which could result in adverse effects on our business and operations. Fhe

eﬁ—etuebuemesshaﬁd-epeﬁr&eﬂs—afe—tmeeﬁ&m—Our bu@lnesq operatlons and chnlcal development tlmehnes ﬁﬂd—p{ans—have—beeﬂ
and-could eentinue-te-be adversely affected by €6V1iD-health epidemics in regions where we have concentrations of clinical

trial sites or other business operations,and could cause significant disruption in the operations of CROs upon whom we
rely.Moreover,our clinical development timelines and plans could be affected by health epidemics as we and the third -
19;-party manufacturers and clinical research organizations that we engage may face disruptions.Site initiation and
patient enrollment could be delayed or suspended due to prioritization of hospital resources toward the health epidemics
or patients not having a desire to enroll in clinical trials due to concerns.In addition,some patients may not be able to
comply with clinical trial protocols and the ability to conduct follow up visits with treated patients may be limited if
patients do not want to participate in follow up visits due to concerns regarding health epidemics or if quarantines
impede patient movement or interrupt healthcare services.There may be shortages in the raw materials used in the
manufacturing of our product eandidate-candidates reeetves-eandidates-or laboratory supplies for our preclinical studies and
clinical trials,in each case,because of ongoing efforts to address the outbreak. We cannot assure that the inability to collect such
clinical data would not have an adverse impact on our clinical trial results.Similarly,our ability to recruit and retain patients and
principal investigators and site staff who,as healthcare providers,may have heightened exposure to health epidemics €6VHD-
+9-could be adversely impacted. We may experience disruptions that could severely impact our business,preclinical studies,and
clinical trials,including: delays in receiving approval from local regulatory authorities to initiate our planned clinical
trials,including receiving any required *-IND £« delays or difficulties in enrolling and retaining patients in our clinical trials;®
delays or difficulties in clinical site 1n1t1at10n,1ncluding difficulties in recruiting clinical site investigators and clinical site staff;e
manufacturing disruptions;* delays in clinical sites receiving the supplies and materials needed to conduct our clinical trials;e
delays in the transport of clinical trial materials;* changes in local regulations as part of a response to a health the-c0VD—9-
eoronavirus-pandemie-epidemic which may require us to change the ways in which our clinical trials are conducted,which may
result in unexpected costs,or to discontinue the clinical trials altogether;e diversion of healthcare resources away from the



conduct of clinical trials,including the diversion of hospitals serving as our clinical trial sites and hospital staff supporting the
conduct of our clinical trials;e difficulties recruiting or retaining patients for our planned clinical trials if patients are affected by
the virus or are fearful of visiting or traveling to clinical trial sites because of the outbreak;e interruption of or changes in key
clinical trial activities,such as clinical trial site monitoring,implementation of virtual monitoring,use of local testing labs,or home
delivery of study drugs,due to limitations on travel imposed or recommended by federal or state governments,employers and
others,use of new digital technologies for subject visits or interruption of clinical trial subject visits and study procedures,the
occurrence of which could affect the integrity of clinical trial data;e risk that participants enrolled in our clinical trials will
acquire €OVAHD-19-a particular disease related to a health epidemic while the clinical trial is ongoing,which could impact
the results of the clinical trial,including by increasing the number of observed adverse events; delays in necessary interactions
with local regulators,ethics committees and the-other important agencies and contractors due to limitations in employee
resources or forced furlough of government employees; * limitations in employee resources that would otherwise be
focused on the conduct of our clinical trials, including because of sickness of employees or their families or the desire of
employees to avoid contact with large groups of people; © interruption or delays in the operations of the FDA which may
impact review and approval timelines; ¢ delays in regulatory approvals neeessary-for —»de}ays—m—fegt&ateiy—&ppfe*fa{s—femur
product candidates due to the FDA focusing on clinical trials related to therapies and vaccines targeting health epidemics
€OHD-19-;- refusal of the FDA to accept data,including from clinical trials in affected geographies or failure to comply with
updated FDA guidance and expectations related to the conduct of clinical trials during a health the-COVAD-—9-pandemie
epidemic ;and © interruption or delays to our sourced discovery and clinical activities. The response to a health the-€cOVID-—9
pandemie-epidemic may redirect resources with respect to regulatory matters in a way that would adversely impact our ability to
pursue marketing approvals.In addition,we may face impediments to regulatory meetings and potential approvals due to
measures intended to limit in- person interactions.Furthermore,third parties,including manufacturers,medical institutions,clinical
investigators,CROs and consultants with whom we conduct business,are similarly adjusting their operations and assessing their
capacity in light of a health the-COVID-—9-pandemte-epidemic .If these third parties continue to experience shutdowns or
business disruptions,our ability to conduct our business in the manner and on the timelines presently planned could be
materially and negatively impacted.The extent to which the health €OVID-—9-pandemie-epidemic impacts our
business,clinical trials,results of operations and financial condition will depend on future developments,which are highly
uncertain and cannot be predicted,including,but not limited to,the duration of the pandemic,its severity,the actions to contain the
virus or address its impact,and how quickly and to what extent government orders and mandates are lifted and normal economic
and operating activities can resume.Further,while the potential economic impact breought-by-and-the-duration-of COVID-—19-any
health epidemic may be difficult to assess or predict, it could the-COVID-—19-pandemie-hasresulted—- result in significant
disruptions of global financial markets,which could reduce our ability to access capital,which could in the future negatively
affect our liquidity.To the extent a health the-COVID-—19-pandemte-epidemic adversely affects our business,clinical
trials,results of operations and financial condition,it may also have the effect of heightening many of the other risks described in
this *“ Risk Factors ” section. The ultimate impact of the-COVID-—9-pandemie-or-a stmitar-health epidemic is highly uncertain
and subject to change.We or the third parties upon whom we depend on may be adversely affected by earthquakes,fires or other
natural disasters,or geopolitical events and our business continuity and disaster recovery plans may not adequately protect us
from a serious disaster.Any unplanned event,such as earthquakes,fires,flood,explosion,extreme weather, medieat-health
epidemie-epidemics ,pandemics,power outages,telecommunication failures,war or other military conflict,terrorist activities or
other natural or manmade accidents or incidents could severely disrupt our operations,and have a material adverse effect on our
business,results of operations,financial condition and prospects.If a natural disaster,power outage or other event occurred that
prevented us from using all or a significant portion of our headquarters,that damaged critical infrastructure,such as the
manufacturing facilities of our third- party contract manufacturers,or that otherwise disrupted operations,it may be difficult or,in
certain cases,impossible for us to continue our business for a substantial period of time.The disaster recovery and business
continuity plans we have in place currently are limited and are unlikely to prove adequate in the event of a serious disaster or
similar event. We may incur substantial expenses as a result of the limited nature of our disaster recovery and business continuity
plans,which,particularly when taken together with our lack of earthquake insurance,could have a material adverse effect on our
business.Unfavorable global and geopeolitical economic conditions could adversely affect our business,financial condition or
results of operations.Our results of operations could be adversely affected by general eondltlons in the global and geopolltlcal
economy and in the global ﬁnancral markets d

pressures may cause government or other third- party payers to more aggressively seek cost Contarnment measures in healthcare
and other settings.As a result of global economic conditions,some third- party payers may delay or be unable to satisfy their
reimbursement obligations.Job losses or other economic hardships (including inflation) may also affect patients’ ability to afford
healthcare as a result of increased co- pay or deductible obligations,greater cost sensitivity to existing co- pay or deductible
obligations,lost healthcare insurance coverage or for other reasons.We believe such conditions have led and could continue to
lead to reduced demand for our products,which could have a material adverse effect on our product sales, net, business and
results of operations.The current inflationary environment related to increased aggregate demand,supply chain constraints and
the effects from the armed conflict in Ukraine (including the effects of the sanctions that were implemented in response to the
conflict and the resulting impacts on the commodity market and supply chains) and Israel have also increased our operating
expenses and may continue to affect our operating expenses.Our operational costs,including the cost of
energy,materials,labor,distribution and our other operational and facilities costs are subject to market conditions and are being



adversely affected by inflationary pressures. Global and geopolitical Eeenemie-economic conditions may also adversely affect
the ability of our distributors,customers and suppliers to obtain the liquidity required to buy inventory or raw materials and to
perform their obligations under agreements with us,which could disrupt our operations.Although we monitor our
distributors’,customers’ and suppliers’ financial condition and their liquidity to mitigate our business risks,some of our
distributors,customers and suppliers may become insolvent,which could have a material adverse effect on our product
sales,business and results of operations.A significant worsening of global and geopelitical economic conditions could
precipitate or materially amplify the other risks described herein.We maintain a significant portfolio of investments disclosed as
Cdsh equwalents and marketable securities on our accompanymg Balance Sheets. The global-spread-of-COVID-—19-has-alsoded

d p G bat-capita he-value of our investments may alse-be adversely affected by interest
rate ﬂUCIUdtIOHS 1nﬂdt10n dovx ngrades in credit 1dt1ngs 1111quld1ty in the capital markets ,health epidemics and other factors that
may result in other- than- temporary declines in the value of our investments. Any of those events could cause us to record
impairment charges with respect to our investment portfolio or to realize losses on sales of investments.Risks Related to
Development ourFinanetatPosition-and Need-Commercialization We have only recently obtained regulatory approval for
Additional-Capitak XDEMVY in the U.S.and commenced the commercial launch of XDEMVY. We have limited
experience as a commercial company and generating revenue from product sales.If the commercial launch of XDEMVY
is unsuccessful or any future approved products are unsuccessful,we may never be profitable.We recently received
approval by the FDA for XDEMVY for the treatment of Demodex blepharitis in the U.S.and began generating revenue
from product sales during the third quarter of 2023.Our ability to become and remain profitable is heavily dependent on
our ability to generate revenue from XDEMVY.The success of our commercialization will depend on a number of factors,
including, among others, the continued development of our commercial organization, including our internal sales and
marketing team and distribution capabilities, our ability to navigate the significant expenses and risks involved with the
development and management of such capabilities, satisfying any post- marketing regulatory requirements, our ability
to secure adequate healthcare coverage and the acceptance of XDEMVY by patients, ECPs and third- party payers.
Further, our commercial success is dependent on our ability to educate ECPs, patients and others in the medical
community about Demodex blepharitis. If XDEMVY, or any other future approved product, does not achieve an
adequate level of acceptance, coverage, pricing or reimbursement, we may not generate significant revenue from product
sales and we may not be profitable. Even if we successfully commercialize XDEMVY in the U. S., we may be unable to
achieve or maintain profitability, unless XDEMVY is approved in other jurisdictions or for additional indications.
Because of the uncertainties and risks associated with these activities, we are unable to accurately and precisely predict
the timing and amount of revenues from product sales of XDEMVY, or any future approved products, or if or when we
might achieve profitability. If we are unsuccessful in accomplishing our objectives, or if our commercialization efforts do
not develop as planned, we may not be able to successfully commercialize XDEMVY or any future approved products,
we may require significant additional capital and financial resources, we may not become profitable, and we may not be
able to compete against more established companies in our industry. Even if we do achieve profitability, we may not be
able to sustain or increase profitability on a quarterly or annual basis. We are heavily dependent on the successful
commercialization of XDEMVY and the development, regulatory approval, and commercialization of our current and
future product candidates. We currently have one product approved for commercial sale, XDEMVY (lotilaner
ophthalmic solution) 0. 25 %, which was approved by the FDA in July 2023 for the treatment of Demodex blepharitis in
the U. S. The success of our business, including our ability to generate revenue from product sales in the future, will
primarily depend on the successful commercialization of XDEMVY and the successful development, regulatory
approvals and commercialization of our product candidates in one or more jurisdictions. Our ability to generate revenue and
achieve profitability depends significantly on our ability, or any future collaborator’ s ability, to achieve a number of challenging
objectives, including: « timely receipt of regulatory approvals from applicable regulatory authorities for FR—83-er-our any-ether
product candidates for which we successfully complete clinical development;  successful and timely completion of preclinical
and clinical development of our product candidates; * successfully educating ECPs about Demodex blepharitis and related
diagnosis; ¢ successful commercial launch following any regulatory approval, including leveraging our the-development-ofa
commercial infrastructure ;whether-in- house or with one or more collaborators; « commercial acceptance of XDEMVY FP-03
and any of our other product candidates by patients, the medical community and third- party payers; ¢ establishing and
maintaining relationships with contract research organizations (" CROs") and clinical sites for the clinical development, both in
the U. S. and internationally, of our product candidates; * making any required post- marketing approval commitments to
applicable regulatory authorities; ¢ establishing and maintaining commercially viable supply and manufacturing relationships
with third parties that can provide adequate, in both amount and quality, products and services to support clinical development
and meet the market demand for product candidates that we develop, if approved; ¢ obtaining an IND prior to commencing
clinical trials in the U. S. for drug for a partlcular mdlcdtlon such as TP- 04 for the potential nedtment of rosacea talthoughfor

and TP- ()5 for potential Lyme dlsease prophyhxu and Commumty lnclldlld reduction; ¢ a continued dcceptable safety and
efficacy profile both prior to and following any marketing approval of our product candidates; ¢ identifying, assessing and
developing new product candidates; * obtaining, maintaining and expanding patent protection, trade secret protection and
regulatory exclusivity, both in the U. S. and internationally; * protecting our rights in our intellectual property portfolio; ¢
defending against third- party interference or infringement claims, if any; * obtaining favorable terms in any collaboration,
licensing or other arrangements that may be necessary or desirable to develop, manufacture or commercialize our existing or
acquired product candidates; ¢ obtaining coverage and adequate reimbursement for customers and patients from government and
third- party payers for XDEMVY and other potential product candidates that we develop; « addressing any competing



therapies and technological and market developments; and ¢ attracting, hiring and retaining qualified personnel. We may never
be successful in achieving our objectives and, even if we do, may never generate significant revenue that is signifieanter-large
enough to achieve profitability. If we do achieve profitability, we may not be able to sustain or increase profitability on a
quarterly or annual basis and we will continue to incur substantial research and development and other expenditures to develop
and market additional product candidates. In addition, as a young business, we may encounter unforeseen expenses, difficulties,
complications, delays and other known and unknown challenges. Our failure to become and remain profitable would decrease
the value of our company and could impair our ability to maintain or further our research and development efforts, raise
additional necessary capital, grow our business, retain key employees and continue our operations. We expect to expand our
development, regulatory...... we develop receives marketing approval, we may not be successful in educating ECPs and the
market about the need for treatments specifically for Demodex blepharitis and other diseases or conditions targeted by
XDEMYVY or our product candidates. XDEMVY FP—83-or other product candidates that we may develop may fail to achieve
market acceptance by ECPs, other healthcare providers and patients, or adequate formulary coverage, pricing or reimbursement
by third- party payers and others in the medical community, and the market opportunity for these products may be smaller than
we estimate. XDEMVY, HFP-—63-or any ether-current or future product candidate that we-are-developtngordevelop-receives
marketing approval, #-may neretheless—fail to gain sufficient market acceptance by ECPs or other healthcare providers, patients,
third- party payers and others in the medical community. Before the approval of XDEMVY, Fhete-there ts-was no approved
prescription therapeutic for Demodex blepharitis and the only other current treatments include over- the- counter and off- label
remedies such as tea tree oil, lid wipes and artificial tears, as well as off- label prescription products. Efforts to educate the
medical community, patients and third- party payers on the benefits of XDEMVY and our ether product candidates may
require 51gn1ﬁcant resources and may not be successful fPhe—N-BA—Although XDEMVY is approved for T—P——G%—fer—the

and potential patlents may not have sufﬁ(:lent 1nf0rmat10n about, or recognize the need for a treatment specifically targetlng
Demodex blepharitis ;- It is possible that ECPs may continue to rely on other treatments for treating symptoms consistent
with Demodex blepharitis. A key tenet of our continued commercialization strategy is to educate ECPs on Demodex blepharitis
and how to diagnose it with a simple slit lamp examination as well as raise patient awareness of Demodex blepharitis. However,
our efforts may prove to be unsuccessful and we may not be able to develop thls new rnarket for XDEMVY svhieh-there-is-no

approved-treatment. We v we-may still not achieve success in
promotional efforts for XDEMVY P63, and ECPs may contlnue to use ex1st1ng treatments rather than XDEMVY FP—63-or

any other product candidate and potential patients may not inquire as to XDEMVY FR—93-. It is also possible that ECPs and
patients may not be willing to adopt XDEMVY FR—03-for the treatment of Demodex blepharitis because of the possibility that
the disease will recur despite mite eradication and the potential for periodic use of XDEMVY FR—03-. In addition, if generic
versions of any products that compete with XDEMVY or any of our product candidates are approved for marketing by the FDA
or comparable foreign regulatory authorities, they weunld-could Hkely-be offered at a substantially lower price than we expect to
offer for XDEMVY eut—- or our other product candidates, if approved. As a result, ECPs, patients and third- party payers may
choose to rely on such products rather than XDEMVY or our product candidates , if approved . [f XDEMVY FP-63-or any
other product candidate that we develop does not achieve an adequate level of acceptance, formulary coverage, pricing or
reimbursement we may not generate significant product revenues and we may not become profitable. The degree of market
acceptance of XDEMVY FR—-83-or any other product candidate that we develop, if approved for commercial sale, will depend
on a number of factors, including: * the efficacy, safety and potential advantages of XDEMVY, or our product candidates , if
approved, compared to alternative treatments, including the existing standard - of - care, and the perceptions by members of the
healthcare community of the same; * our ability to offer our products for sale at competitive prices, particularly in light of the
lower cost of alternative treatments; * the clinical indications for which the product is approved; ¢ the convenience and ease of
administration compared to alternative treatments; * the willingness of the target patient population to try new therapies and of
ECPs to prescribe these therapies; ¢ the strength and effectiveness of our marketing and distribution support, which may be
adversely impacted by health epidemics the-COVAD-—9-pandemte-; * publicity concerning our products or competing products
and treatments; * the timing of market introduction of competitive products; ¢ the perception by patients or physicians that the
diseases we are targeting, including Demodex blepharitis, are not burdensome; * the potential for our competitors to limit our
access to the market through anti- competitive contracts or other arrangements; ¢ the availability of third- party formulary
coverage and adequate reimbursement; ¢ product labeling or product insert requirements of the FDA or other regulatory
authorities; ¢ the prevalence and severlty of any 51de effects and any restrictions on the use of our products, if approved,
together with other medications agaits d atS e v rs-We may expend our
limited resources en—the—eemﬁwfeta-hzaﬁeﬁ—e%wm pursue TP- 03 for the treatment of Demodex blepharitis and fail to
capitalize on product candidates or indications that may be more profitable or for which there is a greater likelihood of
success.Because we have limited financial and managerial resources,we must prioritize our research programs and will need to
focus our product candidates on the potential treatment of certain indications.We are currently focused on the development and
commercialization, if approved, of XBEMVY-TP- 03 for the treatment of Demodex blepharitis.As a result,we may forego or
delay pursuit of opportunities with other product candidates or for other indications that later prove to have greater commercial
potential.Our resource allocation decisions may cause us to fail to capitalize on the most viable commercial products or
profitable market opportunities.Our spending on current and future research and development programs for TP- 03 and-for ether
-- the produet-eandidates-treatment of Demodex blepharitis may not yield any commercially viable products.If we do not

accurately evaluate the commercial potential or target market for XDEMVY5-TP- 03 for-other-indieations-and-otherproduet
eattdidates we may also relinquish valuable rights to that product candidate through collaboration,licensing or other royalty




arrangements in cases in which it would have been more advantageous for us to retain sole development and commercialization
rights to such product candidate. Fe-Even if we obtain regulatory approvals for any product candidates we develop,the

terms of approvals and ongoing regulatlon of our XDEMV-Y-and-any-other-eurrentproduet-products eandidates-orproduet
eatdidates-we-develop-could require substantial expenditure of resources and may limit how we manufacture and market our

products,which could materially impair our ability to generate revenue fromproduetsales-. Any XDEMV-Yand-any-other
product candidate for which we obtain regulatory approval,along with the manufacturing processes,post- approval clinical
data,labeling,advertising,and promotional activities for such product,will be subject to continual requirements of and review by
the FDA,the EMA and other regulatory authorities. These requirements include submissions of safety and other post- marketing
information and reports,registration and listing requirements,cGMP requirements relating to quality control,quality assurance
and corresponding maintenance of records and documents,and requirements regarding the distribution of samples to physicians
and recordkeeping.Even if regulatory approval of a product candidate is granted,the approval may be subject to limitations on
the indicated uses for which the product may be marketed or to the conditions of approval,or contain requirements for costly
post- marketing testing and surveillance to monitor the safety or efficacy of the product.Accordingly ,assuming we receive
regulatory approval for one or more product candidates we develop ,we and our contract manufacturers will continue to
expend time,money,and effort in all areas of regulatory compliance,including manufacturing,production,product
surveillance,and quality control for XDEMV-Y-and-any-other-approvedproduets- [f we are not able to comply with post-
approval regulatory requirements,we could have the regulatory approvals for our products jinreldingXBEMYYs-withdrawn by
regulatory authorities and our ability to market XBEMV-¥-er-any future products could be limited,which could adversely affect
our ability to achieve or sustain profitability.Further,the cost of compliance with post- approval regulations may have a negative
effect on our business,operating results,financial condition,and prospects. . Clinical drug development is a lengthy,
expensive and risky process with uncertain timelines and uncertain outcomes, and results of earlier studies and trials may not be
predictive of future results. If clinical trials of our product candidates do not meet safety or efficacy endpoints or are prolonged
or delayed, we may be unable to obtain required regulatory approvals, and therefore be unable to commercialize our product
candidates on a timely basis or at all. Before obtaining marketing approval from regulatory authorities for the sale of our product
candidates, we must conduct extensive clinical trials to demonstrate the safety and efficacy of the product candidates in humans.
The research and development of drugs is an extremely risky industry. Only a small percentage of product candidates that enter
the development process ever receive marketing approval. Failure or delay can occur at any time during the clinical trial
process. To date, we have focused substantially all of our efforts and financial resources on identifying, acquiring, and
developing our product candidates, including conducting preclinical studies and clinical trials. Clinical testing is expensive and
can take many years to complete, and we cannot be certain that any clinical trials will be conducted as planned or completed on
schedule, if at all. Furthermore, product candidates are subject to continued preclinical safety studies, which may be conducted
concurrently with our clinical testing. The outcomes of these safety studies may delay the launch of or enrollment in future
clinical trials and could impact our ability to continue to conduct our clinical trials. Our inability to successfully complete
preclinical and clinical development could result in additional costs to us and negatively impact our ability to generate revenue.
Our future success is dependent on our ability to successfully develop, obtain regulatory approval for, and then successfully
commercialize product candidates. We currently generate no-reventes— revenue from product sales ef-any-for one produets—
product , and we may never be able to develop or commercialize a-additional marketable preduwet-products . The results of
preclinical and early clinical trials of our product candidates and other products with the same mechanism of action may not be
predictive of the results of later- stage clinical trials. For example, we may not be able to replicate the safety and efficacy results
of our Phase 2b / 3 clinical trials for Demodex blepharitis in clinical trials for other indications in the future. Clinical trial failure
may result from a multitude of factors including flaws in trial design, dose selection, placebo effect, patient enrollment criteria
and other challenges with enrolling and maintaining trial subjects , relatively smaller sample size in earlier trials, and failure
to demonstrate favorable safety or efficacy traits. As such, failure in clinical trials can occur at any stage of testing. A number of
companies in the biopharmaceutical industry have suffered setbacks in the advancement of clinical trials due to lack of efficacy
or adverse safety profiles, notwithstanding promising results in earlier trials, and we cannot be certain that we will not face
similar setbacks. Based upon negative or inconclusive results, we may decide, or regulators may require us, to conduct
additional clinical trials or preclinical studies. In addition, data obtained from clinical trials are susceptible to varying
interpretations, and regulators may not interpret our data as favorably as we do, which may further delay, limit or prevent
marketing approval. Furthermore, as more product candidates within a particular class of drugs proceed through clinical
development to regulatory review and approval, the amount and type of clinical data that may be required by regulatory
authorities may increase or change. The outcome of preclinical testing and early clinical trials may not be predictive of the
success of later clinical trials, and preliminary or interim results of a clinical trial do not necessarily predict final results. For
example, our product candidates may fail to show the desired safety and efficacy in clinical development despite positive results
in preclinical studies or having successfully advanced through initial clinical trials. The failure of any of our product candidates
to demonstrate safety and efficacy in any clinical trial could negatively impact the perception of our other product candidates or
cause regulatory authorities to require additional testing before approving any of our product candidates. If we are unable to
complete preclinical or clinical trials of current or future product candidates, due to safety concerns, or if the results of these
trials are not satisfactory to convince regulatory authorities of their safety or efficacy, we will not be able to obtain marketing
approval for commercialization. Even if we are able to obtain marketing approvals for any of our product candidates, those
approvals may be for indications that are not as broad as desired or may contain other limitations that would adversely affect our
ability to generate revenue from sales of those products. Moreover, if we are not able to differentiate our product against other
approved products within the same class of drugs, or if any of the other circumstances described above occur, our business
would be materially harmed and our ability to generate revenue from that class of drugs would be severely impaired. Each of our



product candidates will require additional clinical development, management of clinical, preclinical (for some of our product
candidates) and / or manufacturing activities, regulatory approval in multiple jurisdictions, achieving and maintaining
commercial- scale supply, building of a commercial organization, substantial investment and significant marketing efforts before
we generate any revenues from product sales. We are not permitted to market or promote any of our product candidates before
we receive regulatory approval from the FDA or comparable foreign regulatory authorities, and we may never receive such
regulatory approval for any of our product candidates. We may experience delays in our ongoing clinical trials, and we do not
know whether planned clinical trials will begm on time, need to be redesigned, enroll patients on trme or be completed on
schedule if at all. example-th A-had-nitiatly he v et-eareinogente stiftg-an

recommendat1ons by the F DA regardmg our applrcat1ons or clinical trials could cause delay of any regulatory approval by the
FDA and cause our expenses to increase. We may experience numerous unforeseen events during, or as a result of, clinical trials
that could delay or prevent our ability to receive marketing approval or commercialize our product candidates, or any other
product candidates that we may develop, including: « we may experience delays in or failure to reach agreement on acceptable
terms with prospective CROs, vendors and clinical sites, the terms of which can be subject to extensive negotiation and may
vary significantly among different CROs, vendors and trial sites; * we may fail to obtain sufficient enrollment in our clinical
trials, our enrollment needs may grow larger than we anticipate, or participants may fail to complete our clinical trials at a
higher rate than we anticipate; ¢ clinical trials of our product candidates may produce negative or inconclusive results, and we
may decide, or regulators may require us, to conduct additional clinical trials or abandon product development programs; * we
may decide, or regulators or IRBs nstitationalreview-beards-or cthics committees may require us, to suspend or terminate
clinical research for various reasons, including noncompliance with regulatory requirements or a finding that the participants are
being exposed to unacceptable health risks; < regulators or IRBs institationatreview-boards-or cthics committees may not
authorize us or our investigators to commence a clinical trial at a prospective clinical trial site or at all or may require us to
perform additional or unanticipated clinical trials to obtain approval or we may be subject to additional post- marketing testing
requirements to maintain regulatory approval; ¢ regulators may revise the requirements for approving our product candidates, or
such requirements may not be as we anticipate; * the cost of clinical trials of our product candidates may be greater than we
anticipate, and we may need to delay or suspend one or more trials until we complete additional financing transactions or
otherwise receive adequate funding; * the supply or quality of our product candidates or other materials necessary to conduct
clinical trials of our product candidates may be insufficient or inadequate or may be delayed; ¢ our product candidates may have
undesirable side effects or other unexpected characteristics, causing us or our investigators, regulators or IRBs institutionat
review-boards-or ethics committees to suspend or terminate trials; * regulatory authorities may determine that the planned design
of our clinical trials is flawed or inadequate; * regulatory authorities may suspend or withdraw their approval of a product or
impose restrictions on its distribution; « we may not be able to timely or at all obtain INDs for a product candidate; « we may
modify a preclinical study or clinical trial protocol; ¢ third- party contractors may fail to comply with regulatory requirements or
meet their contractual obligations to us in a timely manner, or at all; * we may be unable to establish clinical endpoints that
applicable regulatory authorities consider clinically meaningful, or, if we seek accelerated approval, biomarker efficacy
endpoints that applicable regulatory authorities consider likely to predict clinical benefit; * we may experience delays due to the
outbreak of health pandemies-epidemics , including with respect to the conduct of ongoing clinical trials, receipt of product
candidates or other materials, submission of NDAs, filing of INDs, and starting any clinical trials for other indications or
programs; and * we may experience manufacturing delays due to health epidemics the-reeent-COVID-—9-pandemie-in our
supply chain caused by a shortage of raw materials, a lack of employees on site at our suppliers due to illness, or a lack of
productivity at our suppliers due to local or national government quarantine restrictions on coming to the workplace. If we are
required to conduct additional clinical trials or other testing of our product candidates beyond those that we currently
contemplate, if we are unable to successfully complete clinical trials of our product candidates or other testing, if the results of
these trials or tests are not positive or are only modestly positive, if there are safety concerns or if we determine that the
observed safety or efficacy profile would not be competitive in the marketplace, we may: ¢ incur unplanned costs; ¢ be delayed
in obtaining marketing approval for our product candidates; ¢ not obtain marketing approval at all; « obtain marketing approval
in some countries and not in others; ¢ obtain approval for indications or patient populations that are not as broad as intended or
desired; ¢ obtain approval with labeling that includes significant use or distribution restrictions or safety warnings; ¢ be subject to
additional post- marketing testing requirements; or ¢ have the product removed from the market after obtaining marketing
approval. We cannot be certain whether any of our planned clinical trials will begin on schedule or any preclinical studies we
plan to initiate will begin on our intended schedule, or whether any such studies or clinical trials will need to be restructured or
will be completed on schedule, or at all. If we experience delays in the completion of, or termination of, any clinical trial of our
product candidates, or are unable to achieve clinical endpoints due to unforeseen events, such as health epidemics the-COVD-
19-pandemte-, the commercial prospects of our product candidates will be harmed, and our ability to generate product revenues
from any of these product candidates will be delayed. In addition, any delays in completing our clinical trials will increase our
costs, slow down our product candidate development and approval process and jeopardize our ability to eemmenee-generate
additional revenue from product sales and-generate-reventies-. Significant clinical trial delays could also allow our competitors
to bring products to market before we do or shorten any periods during which we have the exclusive right to commercialize our
product candidates and impair our ability to commercialize our product candidates and may harm our business and results of
operations. Our product candidates still require significant testrng We only recently began clinical trials to test TP- 63-04 and

TP- 05 in humans and, as a company, we have limited experience in this area. We nrMay2022;-we-announeed-positive-tophne



are early in our development efforts for eertairefour product candidates and indications, including TP- 03 for the treatment of
MGD, TP- 04 for the treatment of rosacea and TP- 05 for potential Lyme disease prophylaxis and community malaria reduction.
The risk of failure for product candidates in early development is high. Extensive clinical trials are necessary to demonstrate the
safety and efficacy of such product candidates in humans. Clinical trials may fail to demonstrate that such product candidates are
safe for humans and effective for indicated uses. Further, we intend to leverage data from the TP- 03 preclinical studies and
clinical safety assessments for the treatment of Demodex blepharitis to satisfy the preclinical study requirements for TP- 03 for
the treatment of MGD, and TP- 04 and TP- 05 and other indications. For MGD, we reeently-announced the enrollment of our
first patient in the Phase 2-2a Ersa trial studying TP- 03 for the potential treatment of MGD and swe-expeette-in December 2023
reportreported positive topline results during-the-seeend-hatf- £ 2623~ For rosacea, we conducted a-the Phase | elinteal-stady
Galatea trial with TP- 04 and initiated the Phase 2a Galatea trial, aPhase2a-trial-for the treatment of rosacea in March 2023 .
In February 2024, we announced positive topline results and plan to discuss and determine the potential regulatory path
with the FDA . With respect to Lyme disease, in December 2022 we announced positive topline results from the completed
Callisto trial and enrollment of the first patient in the Carpo trial. The Carpo trial, evaluating TP- 05 , a novel investigative
oral, non- vaccine pharmacological prophylactic for the potential prevention of Lyme discase prephytaxis-in humans 5is a
randomized, double- blind , placebo- controlled trial that swil-evaluate-evaluated the efficacy of TP- 05 in killing sterite-lab
grown , non- disease carrying ticks after they have attached to the skin of healthy volunteers, as well as confirm the safety,
tolerability, and blood concentration of TP- 05. In February 2024, we announced positive Toptinie-topline data-results from
the Carpo trial 1s-expeeted-inrand plan to discuss and determine the seeend-half-of2023-potential regulatory path with the
FDA . The FDA may reject our use of data from TP- 03 preclinical studies for the treatment of Demodex blepharitis for other
indications or require additional studies to augment the data to advance for clinical development. The FDA may also reject our
use of data from preclinical studies conducted by third parties for Lyme disease and require us to conduct additional preclinical
studies before advancing to additional clinical trials. In addition, data from preclinical studies conducted by third parties may not
be as reliable as data from studies conducted by us and since we did not conduct the studies, there may be weaknesses in the
studies design or results that we may not be aware of. In part because of our limited infrastructure, experience conducting
clinical trials as a company and regulatory interactions, we cannot be certain that our clinical trials will be completed on time,
that our planned clinical trials will be initiated on time, if at all, that our planned development programs would be acceptable to
the FDA or other comparable foreign regulatory authorities, or that, if approval is obtained, such product candidates can be
successfully commercialized. #+e-We have and may continue to encounter difficulties or delays enrolling patients in our
clinical trials, which could cause delays in or adverse effects of our clinical development activities eetld-be-delayed-or
otherwise-adverselyaffeeted- We have and may continue to experience difficulties in patient enrollment in our clinical trials
for a variety of reasons. The timely completion of clinical trials in accordance with their protocols depends, among other things,
on our ability to enroll a sufficient number of patients who remain in the study until its conclusion. We have and may continue
to experience difficulties in patient enrollment in our clinical trials for a variety of reasons . For example, we recently
experienced delays related to our Carpo trial with topline results pushed out to February 2024 as a result of patient
enrollment delays . The enrollment of patients depends on many factors, including: « the patient eligibility criteria defined in
the protocol; ¢ size of the patient population required for analysis of the trial’ s primary endpoints; ¢ the proximity of patients to
study sites;  the design of the trial; « our ability to recruit clinical trial investigators with the appropriate competencies and
experience; * clinicians’ and patients’ perceptions as to the potential advantages of the product candidate being studied in
relation to other available therapies, including any new drugs that may be approved for the indications we are investigating; ¢
our ability to obtain and maintain patient consents; ¢ costs to, or lack of adequate compensation for, prospective patients; ¢
difficulties of enrolling patients or patients continuing to participate in follow- up visits due to ongoing or new health pandemies
epidemics ; and * the risk that patients enrolled in clinical trials will drop out of the trials before completion. In addition, our
clinical trials may compete with other clinical trials for product candidates that are in the same therapeutic areas as our product
candidates, and this competition would reduce the number and types of patients available to us, because some patients who
might have opted to enroll in our trials may instead opt to enroll in a trial being conducted by one of our competitors. Since the
number of qualified clinical investigators is limited, we expect to conduct some of our clinical trials at the same clinical trial
sites that some of our competitors use, which will reduce the number of patients who are available for our clinical trials in such
clinical trial site. Moreover, potential patients and their doctors may be inclined to use existing therapies rather than enroll
patients in any future clinical trial. Delays in patient enrollment may result in increased costs or may affect the timing or
outcome of the planned clinical trials, which could prevent completion of these trials and adversely affect our ability to advance
the development of our product candidates. Our current or future product candidates may...... results of operations, and
prospects. Any termination or suspension of, or delays in the commencement or completion of, our planned clinical trials could
result in increased costs to us, delay or limit our ability to generate revenue from product sales and adversely affect our
commercial prospects. Before we can initiate clinical trials in the Hnited-States-U. S. for our product candidates, we must submit
the results of preclinical testing and any previous clinical studies to the FDA along with other information, including
information about product candidate chemistry, manufacturing and controls (“ CMC ”) and our proposed clinical trial protocol,
as part of an IND. The initiation of clinical trials in the EU Member States will be subject to similar requirements concerning
approval by competent national authorities and the receipt of a positive opinion from the relevant ethics committees. We do not
know whether our planned trials will begin on time or be completed on schedule, if at all. The commencement and completion
of clinical trials can be delayed for a number of reasons, including delays related to: » the FDA or comparable foreign regulatory



authorities placing the clinical trial on hold;  subjects failing to enroll or remain in our trial at the rate we expect; * subjects
choosing an alternative treatment or other product candidates, or participating in competing clinical trials; * lack of adequate
funding to continue the clinical trial; * subjects experiencing severe or unexpected drug- related adverse effects; ¢ failure to
demonstrate efficacy of the product; ¢ any interruptions or delays in the supply of our product candidates for our clinical trials;
a facility manufacturing any of our product candidates or any of their components being ordered by the FDA or comparable
foreign regulatory authorities to temporarily or permanently shut down due to violations of cGMP regulations or other
applicable requirements, or infections or cross- contaminations of product candidates in the manufacturing process; ¢ any
changes to our manufacturing process that may be necessary or desired; ¢ any failure or delay in reaching an agreement with
CROs, vendors and clinical trial sites; ¢ third- party clinical investigators losing the licenses or permits necessary to perform our
clinical trials, not performing our clinical trials on our anticipated schedule or consistent with the clinical trial protocol, good
clinical practices (" GCP") or regulatory requirements or other third parties not performing data collection or analysis in a timely
or accurate manner; ¢ third- party contractors becoming debarred, disqualified or suspended or otherwise penalized by the FDA
or other comparable foreign regulatory authorities for violations of applicable regulatory requirements, in which case we may
need to find a substitute contractor, and we may not be able to use some or all of the data produced by such contractors in
support of our marketing applications; * one or more Institutional Review Boards (" IRBs"), other ethics committees refusing to
approve, suspending or terminating the trial at an investigational site, precluding enrollment of additional subjects, or
withdrawing its approval of the trial; or * changes in regulatory requirements and policies, which may require us to amend
clinical trial protocols to comply with these changes and resubmit our clinical trial protocols to IRBs or ethics committees for
reexamination. Any delays in completing our clinical trials will increase our costs, slow down our product candidate
development and approval process and jeopardize the commercial prospects of our product candidates and our ability to
eommenee-generate revenue from product sales and-generate-revente-. In addition, many of the factors that cause, or lead to,
termination or suspension of, or a delay in the commencement or completion of, clinical trials may also ultimately lead to the
denial of regulatory approval of a product candidate. For example, if we make manufacturing or formulation changes to our
product candidates, we may need to conduct additional studies to bridge our modified product candidates to earlier versions.
Further, if one or more clinical trials are delayed, our competitors may be able to bring products to market before we do, and the
commercial viability of our product candidates could be significantly reduced. Any of these occurrences may harm our business,
financial condition and prospects significantly. Any termination of any clinical trial of our product candidates will harm our
commercial prospects and our ability to generate revenue from product —H-we-are-unable-to-establish-sales and marketing
capabilities or enter into agreements...... potential of our products will be harmed|. Our future growth may depend, in part, on
our ability to penetrate foreign markets, where we would be subject to additional regulatory burdens and other risks and
uncertainties. Our future profitability may depend, in part, on our ability to commercialize our product candidates in foreign
markets for which we may rely on collaboration with third parties, such as our China Out- License with LianBio. We are
evaluating the opportunities for the development and commercialization of our product candidates in other foreign markets. We
are not permitted to market or promote any of our product candidates before we receive regulatory approval from the applicable
regulatory authority in that foreign market, and we may never receive such regulatory approval for any of our product
candidates. To obtain separate regulatory approvals in other countries we may be required to comply with numerous and varying
regulatory requirements of such countries regarding the safety and efficacy of our product candidates and governing, among
other things, clinical trials and commercial sales, pricing and distribution of our product candidates, and we cannot predict
success in these jurisdictions. If we obtain approval of our product candidates and ultimately commercialize our product
candidates in foreign markets, we would be subject to additional risks and uncertainties, including: ¢ our customers’ ability to
obtain reimbursement for our product candidates in foreign markets; ¢ our inability to directly control commercial activities if
we are relying on third parties; ¢ the burden of complying with complex and changing foreign regulatory, tax, accounting and
legal requirements; ¢ different medical practices and customs in foreign countries affecting acceptance in the marketplace; *
import or export licensing requirements; ¢ longer accounts receivable collection times; * longer lead times for shipping; ®
language barriers for technical training and the need for language translations; ¢ reduced protection of intellectual property
rights in some foreign countries; * the existence of additional potentially relevant third- party intellectual property rights;
foreign currency exchange rate fluctuations; and ¢ the interpretation of contractual provisions governed by foreign laws in the
event of a contract dispute. For example, the pharmaceutical industry in the China Territory is subject to comprehensive
government regulation and supervision, encompassing the approval, registration, manufacturing, packaging, licensing and
marketing of new drugs. In recent years, the regulatory framework in the China Territory regarding the pharmaceutical industry
has undergone significant changes, and we expect that it will continue to undergo significant changes. Any such changes or
amendments may result in increased compliance costs on our business or cause delays in or prevent the successful development
of TP- 03 by LianBio under the China Out- License and reduce the current benefits we believe are available to us. The China
Territory authorities have become increasingly vigilant in enforcing laws in the pharmaceutical industry and any failure by
LianBio or our other partners to maintain compliance with applicable laws and regulations or obtain and maintain required
licenses and permits may result in the suspension or termination of our partner’ s business activities in the China Territory.
Additionally, to the extent that we enter into collaborations with third parties for development and / or
commercialization of our products or product candidates in foreign markets, we will be unable to directly control
development and commercial activities or whether such third parties continue to develop or commercialize such
products or product candidates. For example, on February 13, 2024, LianBio announced its completion of a
comprehensive strategic review and determined to initiate the wind down of its operations, including the sale of
remaining pipeline assets, the delisting of its American Depositary Shares, deregistration under Section 12 (b) of the
Exchange Act, and workforce reductions. As of the date of this filing, it is uncertain if and when we will receive any



future milestone consideration under the China Out- License, including but not limited to the milestone achievement of
an additional drug supply agreement execution. Another example of the changing regulatory requirements is that in the
EU, the European Commission has presented a proposal to reform the current EU pharmaceutical legislation. The
proposal intends to reduce the regulatory data protection period and orphan market exclusivity period for new
medicinal products. It is currently uncertain if the proposal will be adopted in its current form and it is uncertain if and
when the revised legislation would enter into force. Foreign sales of our product candidates could also be adversely affected
by the imposition of governmental controls, political and economic instability, trade restrictions and changes in tariffs. In some
countries, particularly the countries in Europe, the pricing of prescription pharmaceuticals is subject to governmental control. In
these countries, pricing negotiations with governmental authorities can take considerable time after the receipt of marketing
approval for a drug. To obtain reimbursement or pricing approval in some countries, we may be required to conduct a clinical
trial that compares the cost- effectiveness of our product candidate to other available therapies. If reimbursement of our products
is unavailable or limited in scope or amount, or if pricing is set at unsatisfactory levels, our business could be harmed, possibly
materially. We have conducted a number of our completed clinical trials for our product candidates at sites outside the U. S.,

and the FDA may not accept data from trials conducted i in such locations. We—ha*e—eﬂﬂdueted—a%l—e-ﬁetukllhase%elﬁneal—tﬂa-}s
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acceptance of this data is subject to conditions imposed by the FDA. For example, the clinical trial must be well designed and
conducted and be performed by qualified investigators in accordance Wlth certain ethlcal and pollcy pr1n01ples lncludlng
GCP standards . The-Among other requirements, the trial poputation : 3

and-the-data must be applicable to the U. S. population and U. S. medical practlce in ways that the FDA deems chnlcally
meaningful. In addition, while these clinical trials are subject to the applicable local laws, FDA acceptance of the data will
depend on its determination that the trials also complied with certain al-apphieable-U. S. laws and regulations. There can be no
assurance the FDA will accept data from clinical trials conducted outside of the U. S. There can also be no assurance that the
comparable foreign regulatory authority in any jurisdiction in which we seek regulatory approval for our product candidates will
accept data from clinical trials conducted outside such jurisdiction. If the FDA or any such foreign regulatory authority does not
accept the data from any trial that we have conducted outside the U. S., it would likely result in the need for additional trials,
which would be costly and time- consuming and could delay or permanently halt our development of the applicable product
candidates. In addition, there are risks inherent in conducting clinical trials in multiple jurisdictions, inside and outside of the U.
S. and if we conduct trials outside of the U. S., we may face risks, such as:  regulatory and administrative requirements of the
jurisdiction where the trial is conducted that could burden or limit our ability to conduct our clinical trials; * foreign exchange
rate fluctuations; * manufacturing, customs, shipment and storage requirements; ¢ cultural or legal differences in the standards
for medical practice and clinical research; ¢ diminished protection of intellectual property in some countries; ¢ different cultural
attitudes to self- reported adverse events (such as burning, stinging, blurry vision) leading to a different safety profile; and ¢ the
risk that the patient populations in such trials are not considered representative as compared to the patient population in the
target markets where approval is being sought . Even if we obtain regulatory approval...... additional clinical trials before
seeking regulatory approval . Managing our obligations under our in- license and out- license agreements and other strategic
agreements may divert management time and attention, causing delays or disruptions to our business. We have entered into two
license agreements with Elanco: (i) Eye and Derm Elanco Agreement and (ii) the All Human Uses Elanco Agreement, and have
also entered into the China Out- License as discussed elsewhere herein. We also may in the future enter into in- license or out-
license agreements with multiple licensors and strategic agreements, which, subject us to various obligations, including diligence
obligations, reporting and notification obligations, payment obligations for achievement of certain milestone as well as other
material obligations. We may need to devote substantial time and attention to ensuring that we successfully integrate these
transactions into our existing operations and are compliant with our obligations under these agreements, which may divert
management’ s time and attention away from our research and development programs or other day- to- day activities. Our in-
license, out- license, and strategic agreements are also complex and certain provisions in those agreements may be susceptible to
multiple interpretations. In the event of any disagreement about the interpretation of these provisions, our management may
need to devote a disproportionate amount of its attention to resolving these disagreements. Such disruptions may cause delays in
our research and development programs and other business objectives. Our operating activities may be restricted by certain
covenants in our license and other strategic agreements, which could limit our development and commercial opportunities. In
connection with our in- license, out- license, or other collaborations or strategic alliances, we may agree to and be bound by
negative covenants which may limit our development and commercial opportunities. For example, pursuant to the Eye and Derm
Elanco Agreement and the All Human Uses Elanco Agreement, we made certain covenants to only engage with third party
suppliers previously approved by Elanco, and only under certain circumstances. These provisions may inhibit our development
efforts, prevent us from forming strategic collaborations to develop and potentially commercialize any other product candidates
and may materially harm our business, financial condition, results of operations and prospects. We may expend our limited
resources to......, financial condition, and prospects. Interim top- line and preliminary results from our clinical trials that we
announce or publish from time to time may change as more participant data become available and are subject to audit and
verification procedures, which could result in material changes in the final data. From time to time, we may publish interim top-
line or preliminary results from our clinical trials. Interim results from clinical trials that we may complete are subject to the risk
that one or more of the clinical outcomes may materially change as participant enrollment continues and more participant data



become available. We also make assumptions, estimations, calculations, and conclusions as part of our analyses of data, and we
may not have received or had the opportunity to fully evaluate all data. Preliminary or top- line results 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, interim and preliminary data should be viewed with caution until the final data are available.
Adverse differences between preliminary or interim data and final data could be material and could significantly harm our
reputation and business prospects and may cause the trading price of our common stock to fluctuate significantly H-.Risks
Related to our Financial Position and Need for Additional Capital Our limited operating history may make it difficult
for you to evaluate the success of our business to date and to assess our future viability.We commenced activities in
2016.Our limited operating history may make it difficult to evaluate the success of our business to date and to assess our
future viability.Our operations to date have been limited to organizing our company,raising capital,identifying and
developing product candidates,establishing licensing arrangements and / or acquiring necessary technology,undertaking
research,preclinical studies and clinical trials of our product candidates,establishing arrangements for the manufacture
of XDEMVY and other product candidates and longer- term planning for commercialization efforts of XDEMVY and
our other potential product candidates.Our prospects must be considered in light of the uncertainties,risks,expenses and
difficulties frequently encountered by companies in their early stages of operations.We have limited experience in
obtaining marketing approvals,manufacturing commercial scale product or arranging for a third party to do so on our
behalf,or conducting sales,marketing and distribution activities necessary for successful product
commercialization.Consequently,any predictions you make about our future success or viability may not be as accurate
as they could be if we had a longer operating history or a history of successfully developing,obtaining marketing
approval for and commercializing products.In addition,as our business grows,we may encounter unforeseen
expenses,difficulties,complications,delays and other known and unknown obstacles.We may not be successful as we
transition from a company with a research and development focus to a company capable of supporting commercial
activities.Due to the recently initiated commercialization of XDEMVY and our continued development of our pipeline of
product candidates through clinical trials and other indications,our capital requirements arc unabte-difficult to raise
predict and may change.We may need to obtain substantial additional funding to achieve our goals and a failure to
obtain this necessary capital when needed on acceptable terms , we-or at all, would-could be-foreed-- force us to delay,reduce
or eliminate our product development programs,commercialization efforts or other operations.Since our inception,we have
funded our operations through private placements of preferred stock,convertible promissory notes,the sale of our common stock
in our [PO and ewr-the Follow- On Public ©ffering-Offerings ,and the 2023 ATM Prospectus ,as well as proceeds from
product sales,net, our China Out- License , and draws on our Credit Facility. We Over-the-next-few-years;we-expect our
expenses to increase substantially and we will require a larger amount of capital to fund our commercialization efforts, the
development of our product candidates -As-and the maintenance and expansion of our operations and capabilities. These
expenditures will include costs associated with marketing and selling any products approved for sale,including
XDEMYVY,conducting non- clinical studies and cllmcal trlals,obtamlng regulatory approvals securlng manufacturlng
and supply of product candidates ente d
additional-funds-to-expand-costs assoclated w1th in- llcensmg assets cons1stent with our core strategy
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legal, dccountum and other LOStS associated w 1th operating as a public company.We believe thdt our cash, (,d%h equl\’dlents and
marketable securities of § 247-227 . 8-4 million as of December 31, 2622-2023 and expected sales of XDEMVY is sufficient to
fund our current and planned opemtlons for at least the next twelve months from the date of hlmo this Annual Report on Form

eeﬂtrnﬂe—te—deve}ep-eu-r—eﬂ%eﬁpre&uet—eaﬂdid&tes—We w 11 need to raise substdntml dddlthlldl Ldpltdl to complete the

development and commercialization of XDEMVY and our other product candidates through one or more of:equity
offerings,draws from our Credit Facility,marketing and distribution arrangements and other collaborations,strategic alliances
and licensing arrangements or other sources .Due to the complexities of our transition to a commercial- stage company,it is
challenging to estimate the actual amounts necessary to successfully commercialize any products approved for sale .\We
may need to raise additional funds earlier than currently anticipated if we choose to pursue additional indications for our product
candidates,acquire new product candidates or otherwise expand our business more rapidly than we presently planned. We have
based these estimates on assumptions that may prove to be incorrect or require adjustment because of our ongoing business
decisions,and we could utilize our available capital resources sooner than we currently expect.Our future capital requirements
will depend on many factors,including: » the cost and timing,receipt and amount of sales and marketing capabilities of any
current and future products,including the success of our commercialization efforts involving XDEMVY ;* market
acceptance of our current and future products,including XDEMVY,and the impact of any competing products;* the
ability of patients or healthcare providers to obtain coverage of or sufficient reimbursement for any current or future
products; ° the scope and costs of manufacturing development and commercial manufacturing activities and our ability to scale
them up;e the scope,rate of progress,costs and results of our drug discovery,preclinical development activities,laboratory testing
and clinical trials for our product candidates;* the number and scope of clinical programs we decide to pursue;e the extent to
which we acquire or in- license other product candidates and technologies; the cost,timing and outcome of regulatory review of



our product candidates,including the potential for regulatory authorities to require that we conduct more studies and trials than
those that we currently expect to conduct and the costs of post- marketing studies or risk evaluation and mitigation strategies
that could be required by regulatory authorities; suspensions or delays in enrollment of our ongoing and future clinical
trials,issues with data collection,or changes to the number of subjects we decide to enroll in clinical trials,including as a
result of health pandemics,competing trials,or otherwise;e the costs of commercialization activities for any current or
future products that are approved for sale,including marketing,sales,and distribution costs,and any discounts or rebates
to obtaln access, potentral changeq in the regulatory envrronment and enforcement rules s»-the-eost-and-timing-ofestablishing
; : -6 d didatesree A Re-a val- the costs of preparing,filing and

prosecuting patent apphcatlons 1na1nta1nrng and enforcrng our 1ntellectual property rlghtq and defending intellectual property-
related claims;e our ability to establish and maintain collaborations on favorable terms,if at all;* our ability to satisfy our
outstanding debt obligations;e our efforts to enhance operational systems and our ability to attract,hire and retain qualified
personnel,including personnel to support the sales and marketing activities associated with the commercialization of our
products,including XDEMVY,and the development of our product candidates;* potential changes in pharmaceutical pricing
and reimbursement infrastructure; the costs related to any future collaboration or licensing partners upon the achievement
of negotiated milestones;e the costs associated with any product liability or other lawsuits related to our products;e the
expense needed to attract and retain skilled personnel;and ¢ the costs associated with being a public company . sand-=the
eost-assoetated-with-eommeretatizing— Commercialization efforts of any current et or future produet-products eandidates

, i theyreeetve-marketing-approval-including our commercialization efforts 1nvolV1ng XDEMVY, {dent-r-ﬁymg—ldentlfymg

potential product candidates and conducting preclinical studies and clinical trials is a time consuming,expensive and uncertain
process that takes years to complete,and we may never generate the necessary data or results required to obtain marketing
approval for our product candidates .In addition,our product candidates,if approved,may not achieve adequate product sales or
commercial success. We-expeetto-Although we initiated eommeretatize-commercialization of XDEMVY FPR--63-for the
treatment of Demodex blepharitis in August during-the-seeond-half-of-2023 ;buteonld-experiencedelays-with
approvalAeeeordingly-, we will need to continue to sustain our existing capital resources to fund our future operating expenses
and capital expenditure requrrementq Adequate additional financing may not be available to us on acceptable terms,or at all,and
may be impacted by the economic climate and market conditions.If we are unable to raise capital when needed or on attractive
terms,we would be forced to delay,limit,reduce or eliminate our research and development programs or future commercialization
efforts or grant rights to develop and market product candidates that we would otherwise prefer to develop and market
ourselves.In addition,attempting to secure additional financing may divert the time and attention of management from day- to-
day activities and distract from our research and development efforts. Alternatively,we may seek additional capital due to
favorable market conditions or strategic considerations,even if we believe we have sufficient funds for our current or future
operating plans.In February 2022 , we executed aloan-and-seeurity-agreement-the -Credit Facility - as amended in January
2023 and August 2023 (see Note 10) with Hercules Capital,Inc.(* Hercules ) and Silicon Valley Bank ,a division of First-
Citizens Bank & Trust Company (“ SVB ”).Concurrent with the execution of the Credit Facility,the Company made a $ 20.0
million draw.As of December 31, 2022-2023 .the Credit Facility provides for a remaining aggregate principal amount of up to $
435-125 .0 million with tranched availability as follows:$ 25-15 .0 million related to the NDA submission for TP- 03,$ 35.0
million which became available in July 2023 upon FDA approval of XDEMVY FP—63-$ 50.0 million upon achievement of
produetnetcertain quarterly revenue thresholds,and $ 25.0 million upon lender approval.On March 15,2023 and September
15,2023, respectively, we made a-separate draws of $ 5.0 million draw(including SVB's commitment of $ 1.25 million) from
the $ 25.0 million tranche associated with the NDA submission of TP- 03.Each of the tranches may be drawn down in $ 5.0
million increments at our election.As reported elsewhere,on March 10,2023,SVB was closed by the California Department of
Financial Protection and Innovation,which appointed the Federal Deposit Insurance Corporation (" sex-the-FDIC ") ,as
receiver,and SVB was-subseqtiently-' s deposits and substantially all of SVB' s assets were transferred into a new
entity,Silicon Valley Bridge Bank,N.A (" SVBB") .On March 12,2023 ,the Department of the Treasury,the Federal Reserve,and
the FDIC jointly released a statement that depositors at SVB would have access to their funds,even those in excess of the
standard FDIC insurance limits,under a systemic risk exception.Such parties also announced,among other items,that SVBB had
SilieonrValtey Bridge Bankhas-assumed the obligations and commitments of former SVB r-and commitments to advance under
existing credit agreements with former SVB will be honored by SVBB traeeerdanee-with-and-pursuant to the terms of such
credit agreements .On March 27 2023 Flrst Cltlzens Bank assumed all of SVBB’ S obhgatlons and commitments,and SVBB
began operating as any-o vit-b ormed-by-Silicon Valley Bridge-Bank
,a division tn—aeeerda-nee—wrth—&nd—pufsuaﬁt—te—the—teﬁns—of sueh—efedtt—faeﬂ-r&es—Flrst Cltlzens Bank . Hewever-Unless
otherwise noted herein,all references to SVB or Silicon Valley Bank shall refer to Silicon Valley Bank,a division of First
Citizens Bank.In light of the foregoing,the Company does not believe it has exposure to loss as a result of SVB’ s
receivership. there-There can be no assurances that the closure of SVB,or any other financial institution,or any related impacts
across the financial services industry will not adversely affect our ability to access the additional the-addtttenat-availability under
the-our Credit Facility.Raising additional capital may cause dilution to our stockholders,restrict our operations or require us to
relinquish rights to our technologies or product candidates.Until such time ;#f-evesas-we can generate substantial revenue from
product revenue-sales,including from XDEMVY,our only approved product ,we expect to finance our cash needs through
possible combinations of equity offerings,debt financings,collaborations,strategic alliances and licensing arrangements.To the
extent that we raise additional capital through the sale of equity or convertible debt securities,your ownership interest will be
diluted and the terms of these securities may include liquidation or other preferences that adversely affect your rights as a
common stockholder.For example,in May 2022 and August 2023 ,we completed the Follow- On Public ©ffering-Offerings .in
which we received total gress-net proceeds of $ 79-74 . 5-2 million and $ 99.3 million,respectively ( before-after deducting




underwriting discounts,commissions and other estimated offering - related expenses) through the issuance of 5 -9-million
,889,832 and 6,069,449 shares of our common stock ,respectively .Debt financing,if available,may involve agreements that
include covenants limiting or restricting our ability to take specific actions.For example,the Credit Facility restricts our ability to
pursue certain transactions that we may believe to be in our best interests without the prior written consent of Hercules and
SVB,including but not limited to,incurring additional indebtedness (subject to certain exceptions with respect to issuing
convertible indebtedness),incurring additional liens (including a negative pledge on intellectual property),engaging in
mergers,acquisitions and consolidations;conducting asset sales or exclusively licensing our assets in a transaction that constitutes
legal transfer to such licensee,making investments and loans,engaging in certain corporate changes,transacting with
affiliates,declaring dividends or making other distributions,and making payments on certain other indebtedness.If we raise funds
through collaborations,strategic alliances or licensing arrangements with third parties,we may have to relinquish valuable rights
to our technologies,future revenue streams,research programs or product candidates or grant licenses on terms that may not be
favorable to us.If we raise funds through research grants,we may be subject to certain requirements,which may limit our ability
to use the funds or require us to share information from our research and development.Raising additional capital through any of
these or other means could adversely affect our business and the holdings or rights of our stockholders,and may cause the
market price of our shares to decline.If we are unable to raise additional funds through equity or debt financings when
needed,we may be required to delay,limit,reduce or terminate our product development or continued and future
commercialization efforts or grant rights to develop and market product candidates that we would otherwise prefer to develop
and market ourselves.Adverse developments affecting the financial services industry,such as actual events or concerns involving
liquidity,defaults or non- performance by financial institutions or transactional counterparties,could adversely affect our business
and our financial condition and results of operations.Actual events involving limited liquidity,defaults,non- performance or other
adverse developments that affect financial institutions,transactional counterparties or other companies in the financial services
industry or the financial services industry generally,or concerns or rumors about any events of these kinds or other similar
risks,have in the past and may in the future lead to market- wide liquidity problems.For example,on March 10,2023,SVB was
closed by the California Department of Financial Protection and Innovation,which appointed the Federal-Depeosttinsuranee
Corporatiomerthe-FDIC,as receiver,and SVB was subsequently transferred into a new entity, SVBB Siheon-VaHey Bridge
BanlsN-A-.On March 12,2023 the Department of the Treasury,the Federal Reserve,and the FDIC jointly released a statement
that depositors at SVB would have access to their funds,even those in excess of the standard FDIC insurance limits,under a
systemic risk exception.Such parties also announced,among other items,that Silicon Valley Bridge Bank has assumed the
obligations and commitments of former SVB ;-and commitments to advance under existing credit agreements with former SVB
will be honored by SVBB in accordance with and pursuant to the terms of such credit agreements .On March 27,2023,First
Cltlzens Bank assumed all of SVBB’ s obllgatlons and commitments,and SVBB began operating as any-other-duties-or

S rred-by Slhcon Valley Bﬂége—Bank A d1v1s1on tn—aeeeféa-nee—wtth—&né
tes v b tgnatire-Bank .Unless
otherwise noted herein,all references to SVB or Slllcon Valley Bank shall refer to Slllcon Valley Bank,a division of First
Citizens Bank.In light of the foregoing,the Company does not believe it has exposure to loss as a result of SVB’ s
receivership .We currently maintain cash held #-on deposit at third—party-financial institutions in the U.S.,including at
SVB.These deposns are 1nsured by the Federa-l—Depesrt—Iﬂsuf&nee—Gefpef&t—ten—(—FDlC -)—1n an amount up to $ 250, 000 for any
depositor fand-withrespee v insured-perreeenteorrespendencefrom-the FDIC)and-anyeash-depes 33
ﬁ%thts—rns-ufed—aﬁ&e&&t—eet&d—be—lest— To the extent we hold cash dep051ts in amounts that exceed the F DlC insurance limitation,
we may incur a loss in the event of a failure of any of the financial institutions where we maintain deposits, we-may-inetr-atoss
to the extent such loss exceeds the FDIC insurance limitation,and such a failure could have a material adverse effect upon our
liquidity,operations and our results of operations.Additionally,we and other parties with whom we conduct business may be
unable to access funds in such deposit account or other accounts,including money market funds,held with a financial institution
or lending arrangements with such a financial institution.Our ability and any of our counter- party’ s ability to pay their
obligations to us or to enter into new commercial arrangements requiring additional payments to us could be adversely
affected.In this regard,counterparties to SVB credit agreements and arrangements,and third parties such as beneficiaries of letters
of credit (among others),may experience direct impacts from financial institutions in the future and uncertainty remains over
liquidity concerns in the broader financial services industry.Inflation and rapid increases in interest rates have led to a decline in
the trading value of previously issued government securities with interest rates below current market interest rates.Although the
U.S.Department of Treasury,FDIC and Federal Reserve Board have announced a program to provide up to $ 25 billion of loans
to financial institutions secured by certain of such government securities held by financial institutions to mitigate the risk of
potential losses on the sale of such instruments,widespread demands for customer withdrawals or other liquidity needs of
financial institutions for immediately liquidity may exceed the capacity of such program.There is no guarantee that the
U.S.Department of Treasury,FDIC and Federal Reserve Board will provide access to uninsured funds in the future in the event
of the closure of other banks or financial institutions,or that they would do so in a timely fashion.Our existing indebtedness may
limit our flexibility in financing and operating our business and adversely affect our business,financial condition and results of
operations.In February 2022 we entered into the Credit Facility with Hercules and SVB,as amended en-in January 5;-2023 and
August 2023.As of December 31, 2622-2023 ,the Credit Facility provides for a remaining aggregate principal amount of up to $
+35-125 .0 million with tranched availability.In addition to these amounts,we may borrow substantial funds in the future to
provide a portion of the capital needed in our business and may secure the repayment of such borrowings by placing additional
liens or other encumbrances on our assets.Our Credit Facility contains customary conditions to borrowing,events of default and
affirmative and negative covenants,including covenants that restrict our ability to incur additional indebtedness,incur additional
liens,conduct asset sales or exclusively license our assets in a transaction that constitutes legal transfer to such licensee,make

pufs'ctant—te—the—tem&s-of Flrst Cltlzens steh-e




investments and loans,engage in certain corporate changes,transact with affiliates,or declare dividends or make other
distributions to holders of our stock.Such restrictions could limit our ability to take certain actions and could reduce our
flexibility to run and manage our business which could have an adverse effect on our results of operations.The obligations under
the Credit Facility are secured by a first priority lien on substantially all of our assets,excluding our intellectual property on
which there is a negative pledge,subject to customary exceptions.If we were unable to repay amounts due under the Credit
Facility,Hercules and SVB could proceed against such assets.Any declaration by Hercules or SVB of an event of default could
significantly harm our business and prospects and could cause the price of our common stock to decline.We may engage in
acquisitions or strategic partnerships that could disrupt our business,cause dilution to our stockholders,reduce our financial
resources,cause or to incur debt or assume contingent liabilities,and subject us to other risks.In the future,we may enter into
transactions to acquire other businesses,products or technologies or enter into strategic partnerships,including licensing.If we do
identify suitable acquisition or partnership candidates,we may not be able to make such acquisitions or partnerships on favorable
terms,or at all. Any acquisitions or partnerships we make may not strengthen our competitive position,and these transactions
may be viewed negatively by customers or investors.We may decide to incur debt in connection with an acquisition or issue our
common stock or other equity securities to the stockholders of the acquired company,which would reduce the percentage
ownership of our existing stockholders.For example,our Credit Facility may restrict our ability to pursue certain
mergers,acquisitions or consolidations without obtaining the prior consent of Hercules and SVB or repaying our outstanding
loan amounts.We could incur losses resulting from undiscovered liabilities of the acquired business or partnership that are not
covered by the indemnification we may obtain from the seller or our partner.In addition,we may not be able to successfully
integrate any acquired personnel,technologies and operations into our existing business in an effective,timely and non-
disruptive manner.Acquisitions or partnerships may also divert management attention from day- to- day responsibilities,lead to a
loss of key personnel,increase our expenses and reduce our cash available for operations and other uses.We cannot predict the
number,timing or size of future acquisitions or partnerships or the effect that any such transactions might have on our operating
results.Our ability to use our net operating loss carryforwards and certain other tax attributes may be limited. We have incurred
substantial losses during our history which we expect to continue, we do not expect to become profitable in the near future,and
we may never achieve profitability.Under Sections 382 and 383 of the Internal Revenue Code of 1986,as amended (the “ Code
”),if a corporation undergoes an “ ownership change,” generally defined as a greater than 50 percentage point change (by value)
in its equity ownership by certain stockholders over a three- year period,the corporation’ s ability to use its pre- change net
operating loss carryforwards (“ NOLs ”),and other pre- change tax attributes (such as research tax credits) to offset its post-
change income or taxes may be limited. We have not yet completed an ownership change analysis.If a requisite ownership
change occurs,the amount of remaining tax attribute carryforwards available to offset taxable income and reduce income tax
expense in future years may be restricted or eliminated.Similar provisions of state tax law may also apply to limit our use of
accumulated state tax attributes.In addition,at the state level,there may be periods during which the use of NOLs is suspended or
otherwise limited,which could accelerate or permanently increase state taxes owed.As a result,even if we attain profitability,we
may be unable to use a material portion of our NOLs and other tax attributes,which could adversely affect our future cash flows.
We may be subject to adverse legislative or regulatory tax changes that could negatively impact our financial
condition.The rules dealing with U.S federal ,state,and local income taxation are complex and are constantly under
review by legislators,the U.S.Treasury Department,and the Internal Revenue Service.Changes to tax refoerarlaws (which
may have retroactive application) have occurred and are llkely to continue to occur in the future,whlch -rna-p-}efﬂeﬁtﬁt-xeﬂ—ef
sueh—fefe-l‘ms—could adverqely affect S-




Related to Rehance on Third Parties We rely on third parties to conduct our cllmcal trlals and perform some of our research and
preclinical studies. If these third parties do not satisfactorily carry out their contractual duties or fail to meet expected deadlines,
our development programs may be delayed or subject to increased costs, each of which may have an adverse effect on our
business and prospects. We do not have the ability to independently conduct our clinical trials. We currently rely on third
parties, such as CROs, clinical data management organizations, medical institutions and clinical investigators, to conduct our
current and planned clinical trials of TP- 03, TP- 04 and TP- 05 and other product candidates, and we expect to continue to rely
upon third parties to conduct additional clinical trials of potential future product candidates. Third parties have a significant role
in the conduct of our clinical trials and the subsequent collection and analysis of data. These third parties are not our employees,
and except for remedies available to us under our agreements with such third party, we have limited ability to control the amount
or timing of resources that any such third party will devote to our clinical trials. Some of these third parties may terminate their
engagements with us at any time. If we need to enter into alternative arrangements with a third party, it would delay our
development activities. Our reliance on these third parties for such development activities will reduce our control over these
activities but will not relieve us of our regulatory responsibilities. For example, we will remain responsible for ensuring that
each of our clinical trials is conducted in accordance with the general investigational plan and protocols for the trial. Moreover,
the FDA requires us to comply with GCP standards, regulations for conducting, recording and reporting the results of clinical
trials to assure that data and reported results are credible and accurate and that the rights, integrity and confidentiality of trial
participants are protected. The EC also requires us to comply with similar standards. Regulatory authorities enforce these GCP
requirements through periodic inspections of trial sponsors, principal investigators and trial sites. If we or any of our CROs fail
to comply with applicable GCP requirements, the clinical data generated in our clinical trials may be deemed unreliable and the
FDA, EC or comparable foreign regulatory authorities may require us to perform additional clinical trials before approving our
marketing applications. We cannot assure you that upon inspection by a given regulatory authority, such regulatory authority
will determine that any of our clinical trials comply with GCP or other applicable regulations. In addition, our clinical trials must
be conducted with product produced under current applicable cGMP regulations. Our failure to comply with these regulations
may require us to repeat clinical trials, which would delay the marketing approval process. We also are required to register
certain ongoing clinical trials and post the results of certain completed clinical trials on a government- sponsored database,
ClinicalTrials. gov, within certain timeframes. Failure to do so can result in fines, adverse publicity and civil and criminal
sanctions. The third parties we rely on for these services may also have relationships with other entities, some of which may be
our competitors. In addition, the operations of our CROs and other third- party service providers may be constrained or
disrupted by health pandemies-epidemics rinetuding the-COVID-—9-pandemie-. If these third parties do not successfully carry
out their contractual duties, meet expected deadlines or conduct our clinical trials in accordance with regulatory requirements or
our stated protocols, we will not be able to obtain, or may be delayed in obtaining, marketing approvals for our product
candidates and will not be able to, or may be delayed in our efforts to, successfully commercialize our product candidates. If any
of our relationships with these third parties terminate, we may not be able to enter into arrangements with alternative third
parties or do so on commercially reasonable terms. Switching or adding additional CROs, investigators and other third parties
involves additional cost and requires management time and focus. In addition, there is a natural transition period when a new
CRO commences work. As a result, delays can oceur, Wthh could materlally 1mpact our ab111ty to meet our de51red chmcal
development timelines. Fh mes 3 A ig ;
-}mpaet—eﬂ—maﬁy—@R@s—Although we plan to carefully manage our relatlonshlps with our CROs mvestlgators and other third
parties, we may nonetheless encounter challenges or delays in the future, which could have a material and adverse impact on our
business, financial condition and prospects. In addition, principal investigators for our clinical trials may serve as scientific
advisors or consultants to us from time to time and receive compensation in connection with such services. Under certain
circumstances, we may be required to report some of these relationships to the FDA. The FDA may conclude that a financial
relationship between us and a principal investigator has created a conflict of interest or otherwise affected interpretation of the
trial. The FDA may therefore question the integrity of the data generated at the applicable clinical trial site and the utility of the
clinical trial itself may be jeopardized. This could result in a delay in approval, or rejection, of our marketing applications by the
FDA and may ultimately lead to the denial of marketing approval of any product candidates. We contract with third parties for
the commercial manufacture of XDEMVY and for the manufacture of our product candidates for preclinical studies, clinical
trials and fer-eventual commercialization. This reliance on third parties increases the risk that we will not have sufficient
quantities of XDEMVY or our product candidates or compounds or that such supply will not be available to us at an acceptable
cost, which could delay, prevent or impair our commercialization or development ereemmeretalization-cfforts. We do not
have any, and have no plans to acquire any, manufacturing facilities. We produce in our laboratory relatively small quantities of
compounds for evaluation in our research programs. We rely, and expect to continue to rely, on third parties for the commercial
manufacture of XDEMVY and the manufacture of our product candidates for preclinical and clinical testing, as well as for
commercial manufacture #f-asy-of our product candidates are-, if approved. We currently have limited manufacturing
arrangements and expect that XDEMVY and each of our product candidates will only be covered by single source suppliers for
the foreseeable future. For example, we purchase our API for XDEMVY FP—83-, lotilaner, from Elanco, who sources through a
single source supplier. This reliance increases the risk that we will not have sufficient quantities of XDEMVY or our product
candidates or any future approved products ;ifappreved-, or such quantities at an acceptable cost or quality, which could




delay, prevent or impair our commercialization or development ereemmeretatization-cfforts. Furthermore, all entities involved
in the preparation of XDEMVY for commercial sale or other therapeutics for clinical trials or commercial sale, including our
existing contract manufacturers for XDEMVY and our product candidates, are subject to extensive regulation. Components of a
finished therapeutic product approved for commercial sale or used in clinical trials must be manufactured in accordance with
c¢GMP requirements. 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 XDEMVY, investigational products and
future 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 XDEMVY er our product candidates that may not be detectable in final
product testing. We or our contract manufacturers must supply all necessary documentation in support of an NDA on a timely
basis and must adhere to the FDA’ s Good Laboratory Practice regulations and cGMP regulations enforced by the FDA through
its facilities inspection program. Foreign regulatory authorities, including the European Commission and the competent
authorities of the EU Member States, may require compliance with similar requirements. The facilities and quality systems of
our third- party contractor manufacturers must pass a pre- approval inspection for compliance with the applicable regulations as
a condition of marketing approval of our product candidates. We do not control the manufacturing process of, and are
completely dependent on, our contract manufacturing partners for compliance with cGMP regulations. We have little or no
control over the production processes of third- party manufacturers, CMOs or other suppliers. The third- party manufacturing
facilities used in the production of API and our drug products are located outside of the U. S. and require FDA approval, which
our third- party manufacturers may have limited experience with obtaining. Our CMOs and other suppliers are subject to
inspection by the FDA and may receive observations that they may not be able to resolve in a timely or effective manner, which
could impact whether our products can be approved on a timely basis, if at all. In the event that any of our manufacturers fails to
comply with such requirements or to perform its obligations to us in relation to quality, timing or otherwise, or if our supply of
XDEMYVY, components or other materials becomes limited or interrupted for other reasons, we may be forced to manufacture
XDEMYVY or the-other materials ourselves, for which we currently do not have the capabilities or resources, or enter into an
agreement with another third party, which we may not be able to do on commercially reasonable terms, if at all. In particular,
any replacement of our manufacturers could require significant effort and expertise because there may be a limited number of
qualified replacements. In some cases, the technical skills or technology required to manufacture XDEMVY or our product
candidates may be unique or proprietary to the original manufacturer and we may have difficulty transferring such skills or
technology to another third party and a feasible alternative may not exist. These factors would increase our reliance on such
manufacturer or require us to obtain a license from such manufacturer in order to have another third party manufacture
XDEMYVY or our product candidates. If we elect to or 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. If any of our current contract manufacturers cannot perform as agreed, we may be
required to replace such manufacturers. Although we believe that there are several potential alternative manufacturers who could
manufacture XDEMVY or our product candidates, we may incur added costs and delays in identifying and qualifying any such
replacement or be unable to reach agreement with an alternative manufacturer. Our or a third party’ s failure to execute on our
manufacturing requirements, to do so on commercially reasonable terms and comply with cGMP could adversely affect our
business in a number of ways, including: ¢ an inability to meet commercial demands for XDEMVY or any other future
product that is approved; * requirements to cease development or to recall batches of XDEMVY or our product
candidates; * an inability to initiate or continue clinical trials of our product candidates under development; * delay in
submitting regulatory applications, or receiving marketing approvals, for our product candidates; * loss of the cooperation of an
existing or future collaborator, including by Elanco under the license agreements with Elanco; and ¢ subjecting third- party
manufacturlng facilities or our manufacturlng facilities to additional inspections by regulatory authorities . XDEMVY, +=
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eaﬂdidates—elﬁpfeduet—eaﬂdidates-aﬁd-aﬂfrproducts that we may develop may Compete with other products and product
candidates and-preduets-for access to manufacturing facilities. As a result, we may not obtain access to these facilities on a
priority basis or at all. There are a limited number of manufacturers that operate under cGMP regulations and that might be
capable of manufacturing for us. Any performance failure on the part of our existing or future manufacturers could prevent or
delay commercialization efforts of XDEMVY or any future products, if approved, clinical development of product
candidates or marketing approval of current or future product candidates . We or our third- party manufacturers may
encounter shortages in the raw materials or active pharmaceutlcal 1ngred1ents " APIs") necessary to produce XDEMYVY or our
product candidates in the quantities needed P d
quantities for our commercialization or to meet an increase in demand or for our cllnlcal trlals, asa result of capacity
constraints or delays or disruptions in the market for the raw materials or APIs aetive-pharmaeeutieangredients-, including
shortages caused by the purchase of such raw materials or APIs aetive-pharmaeeutieangredients-by our competitors or others.
The failure of us or our third- party manufacturers to obtain the raw materials or APIs aetive-pharmaecutieangredients
necessary to manufacture sufficient quantities of XDEMVY er our product candidates, may have a material adverse effect on
our business. We, or our third- party manufacturers, may be unable to successfully scale- up manufacturing of XDEMVY or our
product candidates in sufficient quality and quantity, which would delay or prevent us from commercializing, conducting
clinical trials and developing our product candidates. In order to successfully commercialize XDEMVY and to conduct
clinical trials of our product candidates, we will need to manufacture themrXDEMVY and our product candidates in large
quantities. We, or our manufacturing partners, may be unable to maintain or successfully increase the manufacturing capacity
for XDEMVY or any of our product candidates in a timely or cost- effective manner, or at all. In addition, quality issues may




arise during scale- up activities. If we, or our manufacturing partners, are unable to successfully scale up the manufacture of
XDEMYVY or our product candidates in sufficient quality and quantity, the commercialization of XDEMVY or the
development, testing and clinical trials of that product candidate may be delayed or become infeasible, and commercialization
of XDEMVY or marketing approval or commercial launch of any resulting product may be delayed or not obtained, which
could significantly harm our business. Changes in methods of product candidate manufacturing or formulation may result in
additional costs or delay. As product candidates progress through preclinical to late stage clinical trials to marketing approval
and commercialization, it is common that various aspects of the development program, such as manufacturing methods and
formulation, are altered along the way in an effort to optimize yield, manufacturing batch size, minimize costs and achieve
consistent quality and results. Such changes carry the risk that they will not achieve these intended objectives. Any of these
changes could cause our product candidates to perform differently and affect the results of planned clinical trials or other future
clinical trials conducted with the altered materials. This could delay completion of clinical trials, require the conduct of bridging
clinical trials or the repetition of one or more clinical trials, increase clinical trial costs, delay approval of our product candidates
and jeopardize our ability to commercialize our product candidates and generate revenue. Risks Related to Intellectual Property .
The U.S.Supreme Court has ruled on several patent cases in recent years,either narrowing the scope of patent protection
available in certain circumstances or weakening the rights of patent owners in certain situations.Depending on future actions by
the U.S.Congress,the U.S.courts,the USPTO and the relevant law- making bodies in other countries,the laws and regulations
governing patents could change in unpredictable ways that would weaken our ability to obtain new patents or to enforce our
existing patents and patents that we might obtain in the future.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 the government,in specified circumstances,to require the contractor or
successors in title to the patent to grant a nonexclusive,partially exclusive,or exclusive license to a responsible applicant or
applicants.If the patent owner refuses to do so,the government may grant the license itself.If,in the future,we co- own or license
in technology that is critical to our business that is developed in whole or in part with federal funds subject to the Bayh- Dole
Act,our ability to enforce or otherwise exploit patents covering such technology may be adversely affected —The development
and commercialization of our products, including our lead product eandidate- XDEMVY, for the treatment of Demodex
blepharitis , TP- 03 for the potential treatment of Pemedex-blepharitis-and-MGD, TP- 04 for the potential treatment of rosacea
and TP- 05 for potential Lyme disease prophylaxis and community malaria reduction, is dependent on intellectual property we
license from Elanco. If we breach our agreements with Elanco or the agreements are terminated, we could lose license rights
that are important to our business. Pursuant to the Eye and Derm Elanco Agreement and the All Human Uses Elanco Agreement
(each an" Elanco Agreement" and together the" Elanco Agreements") we acquired exclusive, worldwide, sublicensable licenses
to certain intellectual property of Elanco for the development, marketing and commercialization of lotilaner for (i) the treatment,
prevention, palliation or cure of any eye or skin disease or condition in humans and (b) all other applications in humans,
respectively. The Elanco Agreements impose various development, regulatory, commercial diligence, financial and other
obligations on us. If we fail to comply with our obligations under the Elanco Agreements, or otherwise materially breach either
Elanco Agreement, and fail to remedy such failure or cure such breach within 60 days, Elanco will have the right to terminate
the applicable Elanco Agreement. If we fail to meet any milestones by the achievement deadlines set forth in either Elanco
Agreement for any reason other than those outside of our reasonable control, and such milestones remain unmet for 120 days
after Elanco notlﬁes us thereof Elanco may termmate the applleable Elanco Agreement lf we—fai-l—te—meet—eefta-m

eye-d-iseases—efeeﬂd-&ieﬁs—iﬂ—htm&aﬁs—efﬂy—l—ﬁelther Elanco Agreement is terminated or if our field of use in the Eye and Derm
Elanco Agreement is reduced to eye and skin conditions only by Elanco, we would lose our applicable license in the country
where such license was terminated and all rights therein to the licensed intellectual property would revert to Elanco. The loss of
the license from Elanco would prevent us from developing and commercializing TP- 03, TP- 04 and TP- 05 in any country
where the license is terminated and could subject us to claims of breach of contract and patent infringement by Elanco if any
continued research, development, manufacture or commercialization of TP- 03, TP- 04 or TP- 05 is covered by the affected
patents. If Elanco terminates the Eye and Derm Elanco Agreement for our failure to achieve a development milestone by the
specified achievement deadline, then we must grant Elanco a non- exclusive, sublicensable, royalty- free license to our patents
and know- how relating to lotilaner to develop, manufacture and commercialize lotilaner and any licensed products for the
treatment, palliation, prevention or cure of any eye or skin disease or condition in humans. If Elanco terminates the All Human
Uses Elanco Agreement for our failure to achieve a development milestone by the specified achievement deadline, then we must
grant Elanco a non- exclusive, sublicensable, royalty- free license to our patents and know- how relating to lotilaner to develop,
manufacture and commercialize lotilaner and any licensed products for all applications in humans other than the treatment,
palliation, prevention or cure of any eye or skin disease or condition. Accordingly, the loss of our license or the termination of
our license for skin diseases and conditions or of our license for other use in humans with Elanco would materially harm our
business. If we are unable to obtain and maintain sufficient intellectual property protection for XDEMVY eor our product
candidates, or if the scope of the intellectual property protection is not sufficiently broad, our competitors could develop and
commercialize products similar or identical to ours, and our ability to successfully commercialize our products may be adversely
affected. We rely upon a combination of patents, trademarks, trade secret protection, and confidentiality agreements to protect
the intellectual property related to XDEMVY, our development programs and product candidates. Our success depends in large
part on our ability to obtain and maintain patent protection in the U. S. and other countries with respect to XDEMVY, our



product candidates and research programs. We seek to protect our proprietary position by filing patent applications in the U. S.
and abroad related to our novel discoveries and technologies that are important to our business. Our pending and future patent
applications may not result in patents being issued that protect XDEMVY or our product candidates or their intended uses or
that effectively prevent others from commercializing competitive technologies, products or product candidates. Obtaining and
enforcing patents is expensive and time- consuming, and we may not be able to file and prosecute all necessary or desirable
patent applications, or maintain and / or enforce patents that may issue based on our patent applications, at a reasonable cost or
in a timely manner. Moreover, in some circumstances, we do not have the right to control the preparation, filing and prosecution
of patent applications, or to maintain, enforce and defend the patents, covering technology that we license from third parties. It
is also possible that we will fail to identify patentable aspects of our research and development results before it is too late to
obtain patent protection. Although we enter into non- disclosure and confidentiality agreements with parties who have access to
patentable aspects of our research and development output, such as our employees, corporate collaborators, outside scientific
collaborators, contract research organizations, contract manufacturers, consultants, advisors and other third parties, any of these
parties may breach these agreements and disclose such results before a patent application is filed, thereby jeopardizing our
ability to seek patent protection. The patent position of biotechnology and pharmaceutical companies generally is highly
uncertain, involves complex legal and factual questions and has in recent years been the subject of much litigation, resulting in
court decisions, including Supreme Court decisions, which have increased uncertainties as to the ability to enforce patent rights
in the future. In addition, the scope of patent protection outside of the U. S. is uncertain and laws of foreign countries may not
protect our rights to the same extent as the laws of the U. S., or vice versa. For example, European patent law restricts the
patentability of methods of treatment of the human body more than U. S. law does. With respect to both owned and in- licensed
patent rights, we cannot predict whether the patent applications we and our licensors are currently pursuing or will pursue will
issue as patents in any particular jurisdiction or whether the claims of any issued patents will provide sufficient protection from
competitors. Further, we may not be aware of all third- party intellectual property rights potentially relating to XDEMVY or our
product candidates or their intended uses, and as a result the impact of such third- party intellectual property rights upon the
patentability of our own patents and patent applications, as well as the impact of such third- party intellectual property upon our
ability to commercialize our products, is highly uncertain. Because we have not yet conducted a formal patent landscape
analysis related to XDEMVY or our product candidates, we may not be aware of issued patents that a third party might assert
are infringed by XDEMVY or one of our current or future product candidates, which could materially impair our ability to
commercialize XDEMVY or our product candidates. Even if we diligently search third- party patents for potential infringement
by our products or product candidates, including XDEMVY, TP- 03, TP- 04 or TP- 05, we may not successfully find patents
that our products or product candidates, including XDEMVY, TP- 03, TP- 04 or TP- 05, may infringe. If we are unable to
confirm that our products do not infringe third- party patents, others could preclude us from commercializing XDEMVY or our
product candidates. In addition, publications of discoveries in the scientific literature often lag behind the actual discoveries and
patent applications in the U. S. and other jurisdictions are typically not published until 18 months after filing or, in some cases,
not published at all. Therefore, we cannot know with certainty whether we were the first to make the inventions claimed in our
patents or pending patent applications, or that we were the first to file for patent protection of such inventions. As a result, the
issuance, scope, validity, enforceability and commercial value of our patent rights are highly uncertain. Our patents or pending
patent applications may be challenged in the courts or patent offices in the U. S. and abroad. For example, we may be subject to
a third party pre- issuance submission of prior art to the U. S. Patent and Trademark Office, or become involved in post- grant
review or interference procedures, oppositions, derivations, revocations, reexaminations, or inter partes review proceedings, in
the U. S. or elsewhere, challenging our patent rights or the patent rights of others. An adverse determination in any such
submission, proceeding or litigation could reduce the scope of, or invalidate, our patent rights, allow third parties to
commercialize our technology or product candidates and compete directly with us, without payment to us, or result in our
inability to manufacture or commercialize drugs without infringing third- party patent rights. If the breadth or strength of
protection provided by our patents and patent applications is threatened, regardless of the outcome, it could dissuade companies
from collaborating with us to license, develop or commercialize XDEMVY or our current or future product candidates. Our
owned and licensed patent estate includes patent applications, many of which are at an early stage of prosecution. The coverage
claimed in a patent application can be significantly reduced before the patent is issued, and its scope can be reinterpreted after
issuance. Even if our owned and in- licensed patent applications issue as patents, they may not issue in a form that will provide
us with any meaningful protection, prevent competitors from competing with us or otherwise provide us with any competitive
advantage. The issuance of a patent is not conclusive as to its inventorship, scope, validity or enforceability, and our owned and
in- licensed patents may be challenged in the courts or patent offices in the U. S. and abroad. Such challenges may result in loss
of exclusivity or ability to sell our products without infringing third- party patents or patent claims being narrowed, invalidated,
or held unenforceable, in whole or in part, which could limit our ability to stop others from using or commercializing similar or
identical technology and products, or limit the duration of the patent protection of our technology and products. In addition,
given the amount of time required for the development, testing and regulatory review of new product candidates, patents
protecting such candidates might expire before or shortly after such candidates are commercialized. Furthermore, our
competitors may be able to circumvent our patents by developing similar or alternative technologies or products in a non-
infringing manner. As a result, our owned and in- licensed patent portfolio may not provide us with sufficient rights to exclude
others from commercializing technology and products similar or identical to any of our technology and product candidates.
Furthermore, while we seek to protect the trademarks we use in the U. S. and in other countries, we may be unsuccessful in
obtaining registrations and / or otherwise protecting these trademarks. If that were to happen, we may be prevented from using
our names, brands and trademarks unless we enter into appropriate royalty, license or coexistence agreements, which may not be
available or may not be available on commercially reasonable terms. Over the long term, if we are unable to establish name



recognition based on our trademarks, trade names, service marks and domain names, then we may not be able to compete
effectively, resulting in a material adverse effect on our business. Our registered or unregistered trademarks or trade names may
be challenged, infringed, diluted or declared generic, or determined to be infringing on other marks. We rely on both registration
and common law protection for our trademarks. We may not be able to protect our rights to these trademarks and trade names or
may be forced to stop using these names, which we need to build name recognition among potential partners or customers in our
markets of interest. At times, competitors may adopt trademarks and trade names similar to ours, thereby impeding our ability to
build brand identity and possibly leading to market confusion. During trademark registration proceedings, we may receive
rejections. Although we would be given an opportunity to respond to those rejections, we may be unable to overcome such
rejections. In addition, in the USPTO and in comparable agencies in many foreign jurisdictions, third parties are given an
opportunity to oppose pending trademark applications and to seek to cancel registered trademarks. Opposition or cancellation
proceedings may be filed against our trademarks, and our trademarks may not survive such proceedings. Effective trademark
protection may not be available or may not be sought in every country in which our products are made available. Any name we
propose to use for our products in the U. S. must be approved by the FDA, regardless of whether we have registered it, or
applied to register it, as a trademark. The FDA typically conducts a review of proposed product names, including an evaluation
of potential for confusion with other product names. If the FDA objects to any of our proposed product names, we may be
required to expend significant additional resources in an effort to identify a usable substitute name that would qualify under
applicable trademark laws, that does not infringe the existing rights of third parties and that is acceptable to the FDA. If we are
unable to establish name recognition based on our trademarks and trade names, we may not be able to compete effectively and
our business may be adversely affected. Obtaining and maintaining our patent protection depends on compliance with various
procedural, document submission, fee payment and other requirements imposed by governmental patent agencies, and our patent
protection could be reduced or eliminated for non- compliance with these requirements. Periodic maintenance fees, renewal
fees, annuities fees and various other governmental fees on patents and / or patent applications are due to be paid to the USPTO
and foreign patent agencies in several stages over the lifetime of the patent and / or patent application. The USPTO and various
foreign governmental patent agencies also require compliance with a number of procedural, documentary, fee payment and other
similar provisions during the patent application process. In certain circumstances, we rely on our licensing partners to pay these
fees to, or comply with the procedural and documentary rules of, the relevant patent agency 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, potential competitors might be
able to enter the market with similar or identical products or technology. If we or our licensors fail to maintain the patents and
patent applications relating to XDEMVY or our product candidates, our competitive position, business, financial condition,
results of operations and prospects would be adversely affected. We may not identify relevant third- party patents or may
incorrectly interpret the relevance, scope or expiration of a third- party patent which might adversely affect our ability to develop
and market our products. We cannot guarantee that any of our patent searches or analyses, including 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. and abroad that is relevant to or necessary
for the commercialization of XDEMVY or our product candidates in any jurisdiction. Because we have not yet conducted a
formal patent landscape analysis related to XDEMVY or our product candidates, we may not be aware of issued patents that a
third party might assert are infringed by one of XDEMVY or our current or future product candidates, which could materially
impair our ability to commercialize XDEMVY or our product candidates. Even if we diligently search third- party patents for
potential infringement by our products , including XDEMVY, or product candidates, we may not successfully find patents that
our products or product candidates may infringe. If we are unable to confirm that our products , including XDEMVY, do not
infringe third- party patents, others could preclude us from commercializing XDEMVY or 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 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 products. We may incorrectly determine that our products 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
determination of the expiration date of any patent in the U. S. or abroad that we consider relevant may be incorrect, which may
negatively impact our ability to develop and market XDEMVY or our product candidates. Our failure to identify and correctly
interpret relevant patents may negatively impact our ability to develop and market our products , including XDEMVY . We
may wish to acquire rights to future assets through in- licensing or may attempt to form collaborations in the future with respect
to XDEMVY or our product candidates, but may not be able to do so, which may cause us to alter or delay our
commercialization or development and-plans. The commercialization plans—Fhe-of XDEMVY and the development and
potential commercialization of our product candidates will require substantial additional capital to fund expenses. In 2019 and
2020, we entered into the Eye and Derm Elanco Agreement and the All Human Uses Elanco Agreement, respectively. We plan
to utilize these license rights in developing and marketing XDEMVY, and our TP- 03, TP- 04 and TP- 05 product candidates.
We may, in the future, decide to collaborate with other biopharmaceutical companies for the development and potential
commercialization of these- XDEMVY in other jurisdictions or our product candidates. We will face significant competition in
seeking appropriate collaborators. We may not be successful in our efforts to establish a strategic partnership or other alternative
arrangements for our product candidates because they may be deemed to be at too early of a stage of development for
collaborative effort and third parties may not view our product candidates as having the requisite potential to demonstrate safety



and efficacy. If and when we collaborate with a third party for the commerecialization of XDEMVY in other jurisdictions or
the development and commercialization of a product candidate, we can expect to relinquish some or all of the control over the
future success of XDEMVY or that product candidate to the third party. Our ability to reach a definitive agreement for a
collaboration will depend, among other things, upon our assessment of the collaborator’ s resources and expertise, the terms and
conditions of the proposed collaboration and the proposed collaborator’ s evaluation of a number of factors. Those factors may
include the following:  the potential market for the product candidate; ¢ the costs and complexities of manufacturing and
delivering such product candidate to patients; ° the design or results of chnlcal trlals . the l1kelrhood of approval by the FDA
or comparable forelgn regulatory auth0r1t1es . the potentral e d

g v entsthepeoter of competmg products . the exrstence of
uncertainty Wrth respect to our ownershlp of technology or other rights, which can exist if there is a challenge to such ownership
without regard to the merits of the challenge; and ¢ industry and market conditions generally. The collaborator may also
consider alternative product candidates or technologies for similar indications that may be available to collaborate on and
whether such a collaboration could be more attractive than the one with us for XDEMVY er our product candidate. We may
also be restricted under any license agreements from entering into agreements on certain terms or at all with potential
collaborators. Collaborations are complex and time- consuming to negotiate and document. In addition, there have been a
significant number of recent business combinations among large pharmaceutical companies that have resulted in a reduced
number of potential future collaborators and changes to the strategies of the combined company. As a result, we may not be able
to negotiate collaborations on a timely basis, on acceptable terms, or at all. If we are unable to do so, we may have to curtail the
development of such product candidate, reduce or delay one or more of our other development programs, delay the petentiat
commercialization or reduce the scope of any planned sales or marketing activities for such product candidate, or increase our
expenditures and undertake development, manufacturing or commercialization activities at our own expense. If we elect to
increase our expenditures to fund development, manufacturing or commercialization activities on our own, we may need to
obtain additional capital, which may not be available to us on acceptable terms or at all. If we do not have sufficient funds, we
may not be able to further develop our product candidates or bring them to market and generate product revenue. Collaborations
that we have entered into and may enter in the future may not be successful, and any success will depend heavily on the efforts
and activities of such collaborators. Collaborations pose a number of risks, including the following: * collaborators have
significant discretion in determining the amount and timing of efforts and resources that they will apply to these collaborations;
* collaborators may not perform their obligations as expected; * collaborators may not pursue development of our product
candidates or may elect not to continue or renew development programs based on results of clinical trials or other studies,
changes in the collaborators’ strategic focus or available funding, or external factors, such as an acquisition or business
combination, that divert resources or create competing priorities; * collaborators may not pursue commercialization of any
product or product candidates that achieve marketing approval or may elect not to continue or renew commercialization
programs based on results of clinical trials or other studies, changes in the collaborators’ strategic focus or available funding, or
external factors, such as an acquisition or business combination, that may divert resources or create competing priorities;
collaborators may delay clinical trials, provide insufficient funding for a clinical trial program, stop a clinical trial or abandon a
product candidate, repeat or conduct new clinical trials or require a new formulation of a product candidate for clinical testing; °
we may not have access to, or may be restricted from disclosing, certain information regarding product candidates being
developed or commercialized under a collaboration and, consequently, may have limited ability to inform our stockholders
about the status of such product candidates on a discretionary basis; ¢ collaborators could independently develop, or develop
with third parties, products that compete directly or indirectly with XDEMVY or our product candidates and products if the
collaborators believe that the competitive products are more likely to be successfully developed or can be commercialized under
terms that are more economically attractive than ours; ¢ product candidates discovered in collaboration with us may be viewed
by our collaborators as competitive with their own product candidates or products, which may cause collaborators to cease to
devote resources to the commercialization of our product candidates; ¢ a collaborator may fail to comply with applicable
regulatory requirements regarding the development, manufacture, distribution or marketing of a product candidate or product; ®
a collaborator may seek to renegotiate or terminate their relationship with us due to unsatisfactory clinical results, manufacturing
issues, a change in business strategy, a change of control or other reasons; ¢ a collaborator with marketing and distribution rights
to one or more of our product candidates that achieve marketing approval may not commit sufficient resources to the marketing
and distribution of such product or products; ¢ disagreements with collaborators, including disagreements over intellectual
property or proprietary rights, contract interpretation or the preferred course of development, might cause delays or terminations
of the research, development or commercialization of product candidates, might lead to additional responsibilities for us with
respect to product candidates, or might result in litigation or arbitration, any of which would be time- consuming and expensive;
* collaborators may not properly obtain, maintain, enforce, defend or protect our intellectual property or proprietary rights or
may use our proprietary information in such a way as to potentially lead to disputes or legal proceedings that could jeopardize or
invalidate our intellectual property or proprietary information or expose us to potential litigation; * disputes may arise with
respect to the ownership of intellectual property developed pursuant to our collaborations; ¢ collaborators may infringe,
misappropriate or otherwise violate the intellectual property or proprietary rights of third parties, which may expose us to
litigation and potential liability; and ¢ collaborations may be terminated for the convenience of the collaborator, and, if
terminated, we could be required to raise additional capital to pursue further development or commercialization of the
applicable product candidates. Collaboration agreements may not lead to development or commercialization of our products or
product candidates in the most efficient manner, or at all. If any collaborations that we enter into do not result in the successful
development and commercialization of products or if one of our collaborators terminates its agreement with us, we may not
receive any future research funding or milestone or royalty payments under the collaboration. If we do not receive the funding



we expect under these agreements, our development of our product candidates could be delayed and we may need additional
resources to develop our product candidates. All of the risks relating to product development, regulatory approval and
commercialization described in this report also apply to the activities of our collaborators. In the future, we may need to obtain
additional licenses of third- party technology that may not be available to us or are available only on commercially unreasonable
terms or we may fail to comply with our obligations under such agreements and our business could be harmed. In addition to the
Eye and Derm Elanco Agreement and the All Human Uses Elanco Agreement, from time to time we may be required to license
technology from additional third parties to further develop or commercialize our product candidates. Should we be required to
obtain licenses to any third- party technology, including any such patents required to manufacture, use or sell our product
candidates, such licenses may not be available to us on commercially reasonable terms, or at all. If we are unable to license such
technology, or if we are forced to license such technology on unfavorable terms, our business could be materially harmed. If we
are unable to obtain a necessary license, we may be unable to develop or commercialize the affected product candidates, which
could materially harm our business and the third parties owning such intellectual property rights could seek either an injunction
prohibiting our sales or an obligation on our part to pay royalties and / or other forms of compensation. Even if we are able to
obtain a license, it may be non- exclusive, thereby giving our competitors access to the same technologies licensed to us. If we
are unable to obtain rights to required third- party intellectual property rights or maintain the existing intellectual property rights
we have, we may be required to expend significant time and resources to redesign our technology, product candidates, or the
methods for manufacturing them or to develop or license replacement technology, all of which may not be feasible on a
technical or commercial basis. If we are unable to do so, we may be unable to develop or commercialize the affected technology
and product candidates, which could harm our business, financial condition, results of operations and prospects significantly.
Additionally, if we fail to comply with our obligations under any license agreements, our counterparties may have the right to
terminate these agreements, in which event we might not be able to develop, manufacture or market, or may be forced to cease
developing, manufacturing or marketing, any product that is covered by these agreements or may face other penalties under
such agreements. Such an occurrence could materially adversely affect the value of the product candidate being developed
under any such agreement. Termination of these agreements or reduction or elimination of our rights under these agreements, or
restrictions on our ability to freely assign or sublicense our rights under such agreements when it is in the interest of our business
to do so, may result in our having to negotiate new or reinstated agreements with less favorable terms, cause us to lose our rights
under these agreements, including our rights to important intellectual property or technology or impede, or delay or prohibit the
further development or commercialization of one or more product candidates that rely on such agreements. If we enter into in-
bound intellectual property license agreements, we may not be able to fully protect the licensed intellectual property rights or
maintain those licenses. In each of the Eye and Derm Elanco Agreement and the All Human Uses Elanco Agreement, Elanco
retains, and future licensors could retain, the right to prosecute and defend the intellectual property rights licensed to us, in
which case we would depend on the ability of our licensors to obtain, maintain and enforce such licensed intellectual property.
These licensors may determine not to pursue litigation against other companies or may pursue such litigation less aggressively
than we would. If our licensors do not adequately protect such licensed intellectual property, competitors may be able to use
such intellectual property and erode or negate any competitive advantage we may have, which could materially harm our
business, negatively affect our position in the marketplace, limit our ability to commercialize our products and product
candidates and delay or render impossible our achievement of profitability. Further, entering into such license agreements could
impose various diligence, commercialization, royalty or other obligations on us. Future licensors may allege that we have
breached our license agreement with them, and accordingly seek to terminate our license, which could adversely affect our
competitive business position and harm our business prospects. In addition to the above risks, intellectual property rights that we
license in the future may include sublicenses under intellectual property owned by third parties, in some cases through multiple
tiers. The actions of our licensors may therefore affect our rights to use our sublicensed intellectual property, even if we are in
compliance with all of the obligations under our license agreements. Should our licensors or any of the upstream licensors fail to
comply with their obligations under the agreements pursuant to which they obtain the rights that are sublicensed to us, or should
such agreements be terminated or amended, our ability to develop and commercialize our product candidates may be materially
harmed. Disputes may arise regarding intellectual property subject to a licensing 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 intellectual property of the licensor that is not subject to the licensing agreement; « the sublicensing of patent and other
rights;  our diligence obligations under the license agreement and what activities satisfy those diligence obligations; * 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 partners; and  the priority of invention of patented technology. In addition, the agreements under which
we currently license intellectual property or technology 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 the affected technology and product candidates,
which could have a material adverse effect on our business, financial conditions, results of operations and prospects. We cannot
ensure that patent rights relating to inventions described and claimed in our pending patent applications will issue or that our
patents or patents based on our patent applications will not be challenged and rendered invalid and / or unenforceable. Although
we have pending U. S. and foreign patent applications in our portfolio, we cannot predict: « if and when patents may issue based
on our patent applications; * the scope of protection of any patent issuing based on our patent applications; * whether the claims



of any patent issuing based on our patent applications will provide protection against competitors; « whether or not third parties
will find ways to invalidate or circumvent our patent rights; « whether or not others will obtain patents claiming aspects similar
to those claimed in our patents and patent applications; « whether we will need to initiate litigation or administrative proceedings
to enforce and / or defend our patent rights which will be costly whether we win or lose; and / or » whether the patent
applications that we own or in- license will result in issued patents with claims that cover our preducts or product candidates or
uses thereof in the U. S. or in other foreign countries. We cannot be certain that the claims in our pending patent applications
directed to our produets or product candidates and / or technologies will be considered patentable by the USPTO or by patent
offices in foreign countries. One aspect of the determination of patentability of our inventions depends on the scope and content
of the “ prior art, ” information that was or is deemed available to a person of skill in the relevant art prior to the priority date of
the claimed invention. There may be prior art of which we are not aware that may affect the patentability of our patent claims or,
if issued, affect the validity or enforceability of a patent claim. Even if the patents do issue based on our patent applications,
third parties may challenge the validity, enforceability or scope thereof, which may result in such patents being narrowed,
invalidated or held unenforceable. Furthermore, even if they are unchallenged, patents in our portfolio may not adequately
exclude third parties from practicing relevant technology or prevent others from designing around our claims. If the breadth or
strength of our intellectual property position with respect to our product candidates is threatened, it could dissuade companies
from collaborating with us to develop and threaten our ability to commercialize our product candidates. In the event of litigation
or administrative proceedings, we cannot be certain that the claims in any of our issued patents will be considered valid by
courts in the U. S. or foreign countries. If we are sued for infringing, misappropriating or otherwise violating intellectual
property rights of third parties, such litigation could be costly and time consuming and could prevent or delay us from
developing or commercializing our product candidates. Our commercial success depends, in part, on our ability to develop,
manufacture, market and sell our product candidates without infringing, misappropriating or otherwise violating the intellectual
property and other proprietary rights of third parties. Third parties may allege that we have infringed or misappropriated their
intellectual property. Litigation or other legal proceedings relating to intellectual property claims, with or without merit, are
unpredictable and generally expensive and time consuming and, even if resolved in our favor, are likely to divert significant
resources from our core business, including distracting our technical and management personnel from their normal
responsibilities. In addition, there could be public announcements of the results of hearings, motions or other interim
proceedings or developments and if securities analysts or investors perceive these results to be negative, it could have a
substantial adverse effect on the market price of our common stock. Such litigation or proceedings could substantially increase
our operating losses and reduce the resources available for development activities or any future sales, marketing or distribution
activities. We may not have sufficient financial or other resources to adequately conduct such litigation or proceedings. Some of
our competitors may be able to sustain the costs of such litigation or proceedings more effectively than we can because of their
greater financial resources and more mature and developed intellectual property portfolios. Uncertainties resulting from the
initiation and continuation of patent litigation or other proceedings could have a material adverse effect on our ability to compete
in the marketplace. There is a substantial amount of intellectual property litigation in the biotechnology and biopharmaceutical
industries, and we may become party to, or threatened with, litigation or other adversarial proceedings regarding intellectual
property rights with respect to our product candidates. Third parties may assert infringement claims against us based on existing
or future intellectual property rights, regardless of merit. The pharmaceutical and biotechnology industries have produced a
significant number of patents, and it may not always be clear to industry participants, including us, which patents are directed to
various types of products or methods of use. As the pharmaceutical and biotechnology industries expand and more patents are
issued, the risk increases that our technologies or product candidates that we may identify may be subject to claims of
infringement of the patent rights of third parties. The scope of patents is subject to interpretation by the courts, and the
interpretation is not always uniform. The legal threshold for initiating litigation or contested proceedings is low, so even
lawsuits or proceedings with a low probability of success might be initiated and require significant resources to defend. If we
were sued for patent infringement, we would need to demonstrate that our product candidates, products or methods either do not
infringe the patent claims of the relevant patent or that the patent claims are invalid or unenforceable, and we may not be able to
do this. Proving invalidity may be difficult. For example, in the U. S., proving invalidity in court requires a showing of clear and
convincing evidence to overcome the presumption of validity enjoyed by issued patents. Even if we are successful in these
proceedings, we may incur substantial costs and the time and attention of our management and scientific personnel could be
diverted in pursuing these proceedings, which could have a material adverse effect on our business and operations. In addition,
we may not have sufficient resources to bring these actions to a successful conclusion. If we are found to infringe a third party’ s
intellectual property rights, we could be forced, including by court order, to cease developing, manufacturing or
commercializing the infringing product candidate or product. Alternatively, we may be required to obtain a license from such
third party in order to use the infringing technology and continue developing, manufacturing or marketing the infringing product
candidate. However, we may not be able to obtain any required license on commercially reasonable terms or at all. Even if we
were able to obtain a license, it could be non- exclusive, thereby giving our competitors access to the same technologies licensed
to us and could require us to make substantial licensing and royalty payments. We could be forced, including by court order, to
cease developing, manufacturing and commercializing the infringing technology or product. In addition, we could be found
liable for monetary damages, including treble damages and attorneys’ fees if we are found to have willfully infringed a patent. A
finding of infringement could prevent us from commercializing our product candidates or force us to cease some of our business
operations, which could materially harm our business. Claims that we have misappropriated the confidential information or
trade secrets of third parties could have a similar negative impact on our business, financial condition, results of operations and
prospects. If we do not obtain patent term extension for any product candidates we may develop, our business may be materially
harmed. In the U. S., the term of a patent that covers an FDA- approved drug may be eligible for limited patent term extension,



which permits patent term restoration as compensation for the patent term lost during the FDA regulatory review process. The
Drug Price Competition and Patent Term Restoration Act of 1984, also known as the Hatch- Waxman Act, permits a patent
term extension of up to five years beyond the expiration of the patent. The length of the patent term extension is related to the
length of time the drug is under regulatory review. Patent extension cannot extend the remaining term of a patent beyond a total
of 14 years from the date of product approval, and only one patent applicable to an approved drug may be extended and only
those claims covering the approved drug, a method for using it, or a method for manufacturing it may be extended. Similar
provisions are avallable in Europe and certain other non- U. S. JurlSdlCthHS to extend the term of a patent that covers an
approved drug. While irthe ; A duete vah-we may expeette-apply for
patent term extensions on patents covermg t-hese—XDEMVY and other product candidates that may receive FDA approval ,
there is no guarantee that the applicable authorities will agree with our assessment of whether such extensions should be
granted, and even if granted, the length of such extensions. We may not be granted patent term extension either in the U. S. or in
any foreign country because of, for example, failing to exercise due diligence during the testing phase or regulatory review
process, failing to apply within applicable deadlines, failing to apply prior to expiration of relevant patents or otherwise failing
to satisfy applicable requirements. Moreover, the term of extension, as well as the scope of patent protection during any such
extension, afforded by the governmental authority could be less than we request. If we are unable to obtain any patent term
extension or the term of any such extension is less than we request, our competitors may obtain approval of competing products
following the expiration of our patent rights, and our business, financial condition, results of operations and prospects could be
materially harmed. We may become involved in lawsuits to protect or enforce our patents and other intellectual property rights,
which could be expensive, time- consuming and unsuccessful. Competitors may infringe, misappropriate or otherwise violate
our patents, trademarks, copyrights or other intellectual property. It may be difficult to detect infringers who do not advertise the
components that are used in their products. Moreover, it may be difficult or impossible to obtain evidence of infringement in a
competitor’ s or potential competitor’ s product. To counter infringement or unauthorized use, we may be required to file
infringement or other intellectual property- related claims, which can be expensive and time consuming and divert the time and
attention of our management and scientific personnel. There can be no assurance that we will have sufficient financial or other
resources to file and pursue such infringement claims, which typically last for years before they are concluded. Any claims we
assert against perceived infringers could provoke these parties to assert counterclaims against us alleging that we infringe their
patents, in addition to counterclaims asserting that our patents are invalid or unenforceable, or both. In any patent infringement
proceeding, there is a risk that a court will decide that a patent of ours is invalid or unenforceable, in whole or in part, and that
we do not have the right to stop the other party from making, using, or selling the invention at issue. In patent litigation in the U.
S., defendant counterclaims alleging invalidity or unenforceability are commonplace. Grounds for a validity challenge could be
an alleged failure to meet any of several statutory requirements, including lack of novelty, obviousness, or non- enablement.
Grounds for an unenforceability assertion could be an allegation that someone connected with prosecution of the patent
withheld material information from the USPTO, or made a misleading statement, during prosecution. Third parties may institute
such claims before administrative bodies in the U. S. or abroad, even outside the context of litigation. Such mechanisms include
re- examination, post- grant review, inter partes review, interference proceedings, derivation proceedings, and equivalent
proceedings in foreign jurisdictions (e. g., opposition proceedings). The outcome following legal assertions of invalidity and
unenforceability is unpredictable. There is also a risk that, even if the validity of such patents is upheld, the court will construe
the patent” s claims narrowly or decide that we do not have the right to stop the other party from making, using or selling the
invention at issue on the grounds that our patent claims do not cover the invention. An adverse outcome in a litigation or
proceeding involving our patents could limit our ability to assert our patents against those parties or other competitors, and may
curtail or preclude our ability to exclude third parties from making, using and selling similar or competitive products. Any of
these occurrences could adversely affect our competitive business position, business prospects and financial condition.
Similarly, if we assert trademark infringement claims, a court may determine that the marks we have asserted are invalid or
unenforceable, or that the party against whom we have asserted trademark infringement has superior rights to the marks in
question. In this case, we could ultimately be forced to cease use of such trademarks, which could materially harm our business
and negatively affect our position in the marketplace. Even if we establish infringement, the court may decide not to grant an
injunction against further infringing activity and instead award only monetary damages, which may or may not be an adequate
remedy. Furthermore, because of the substantial amount of discovery required in connection with intellectual property litigation,
there is a risk that some of our confidential information could be compromised by disclosure during litigation. There also could
be public announcements of the results of hearings, motions or other interim proceedings or developments. If securities analysts
or investors perceive these results to be negative, it could have a material adverse effect on the price of shares of our common
stock. Moreover, we cannot assure you that we will have sufficient financial or other resources to file and pursue such
infringement claims, which typically last for years before they are concluded. Even if we ultimately prevail in such claims, the
monetary cost of such litigation and the diversion of the attention of our management and scientific personnel could outweigh
any benefit we receive as a result of the proceedings. Because of the expense and uncertainty of litigation, we may not be in a
position to enforce our intellectual property rights against third parties. Because of the expense and uncertainty of litigation, we
may conclude that even if a third party is infringing our issued patent, any patents that may be issued as a result of our pending
or future patent applications or other intellectual property rights, the risk- adjusted cost of bringing and enforcing such a claim or
action may be too high or not in the best interest of our company or our stockholders. In such cases, we may decide that the
more prudent course of action is to simply monitor the situation or initiate or seek some other non- litigious action or solution.
Changes in patent law in the U. S. and other jurisdictions could diminish the value of patents in general, thereby impairing our
ability to protect our product candidates. As is the case with other biopharmaceutical companies, our success is heavily
dependent on intellectual property, particularly patents. Obtaining and enforcing patents in the biopharmaceutical industry




involves both technological and legal complexity and is therefore costly, time- consuming and inherently uncertain. Changes in
either the patent laws or interpretation of the patent laws in the U. S. could increase the uncertainties and costs. Recent patent
reform legislation in the U. S. and other countries, including the Leahy- Smith Amerieatnvents-Act (“Feahy—Smith-Aet?)
signed into law on September 16, 2011, could increase those uncertainties and costs surrounding the prosecution of our patent
applications and the enforcement or defense of our issued patents. The Leahy- Smith Act includes a number of significant
changes to U. S. patent law. These include provisions that affect the way patent applications are prosecuted, redefine prior art
and provide more efficient and cost- effective avenues for competitors to challenge the validity of patents. These include
allowing third- party submission of prior art to the USPTO during patent prosecution and additional procedures to attack the
validity of a patent by USPTO administered post- grant proceedings, including post- grant review, inter partes review, and
derivation proceedings. After March 2013, under the Leahy- Smith Act, the U. S. transitioned to a first inventor to file system in
which, assuming that the other statutory requirements are met, the first inventor to file a patent application will be entitled to the
patent on an invention regardless of whether a third party was the first to invent the claimed invention. However, the Leahy-
Smith Act and its implementation could increase the uncertainties and costs surrounding the prosecution of our patent
applications and the enforcement or defense of our issued patents, all of which could have a material adverse effect on our
business, financial condition, results of operations and prospects . The U. S. Supreme...... covering such technology may be
adversely affected . We may not be able to protect our intellectual property rights throughout the world. Patents are of national
or regional effect, and filing, prosecuting and defending patents on all of our product candidates throughout the world would be
prohibitively expensive, and the laws of foreign countries may not protect our rights to the same extent as the laws of the U. S.
As such, we may not be able to prevent third parties from practicing our inventions in all countries outside the U. S., or from
selling or importing products made using our inventions in and into the U. S. or other jurisdictions. Further, the legal systems of
certain countries, particularly certain developing countries, do not favor the enforcement of patents, trade secrets and other
intellectual property protection, particularly those relating to pharmaceuticals or biologics, which could make it difficult for us
to stop the infringement of our patents or marketing of competing products in violation of our proprietary rights generally. In
addition, certain jurisdictions do not protect to the same extent or at all inventions that constitute new methods of treatment. As
such, we may not be able to prevent third parties from practicing our inventions in all countries outside the U. S., or from selling
or importing products made using our inventions in and into the U. S. or other jurisdictions. Furthermore, certain foreign and
developing countries, including China and India, have compulsory licensing laws under which a patent owner may be compelled
to grant licenses to third parties. In those countries, we and our licensors may have limited remedies if patents are infringed or if
we or our licensors are compelled to grant a license to a third party, which could materially diminish the value of those patents.
This could limit our potential revenue opportunities. Accordingly, our efforts to enforce our intellectual property rights around
the world may be inadequate to obtain a significant commercial advantage from the intellectual property that we develop or
license. We may rely on trade secret and proprietary know how which can be difficult to trace and enforce, and if we are unable
to protect the confidentiality of our trade secrets, our business and competitive position would be harmed. In addition to seeking
patents for some of our technology and product candidates, we may also rely on trade secrets, including unpatented know- how,
technology and other proprietary information, to maintain our competitive position. Elements of our product candidate,
including processes for their preparation and manufacture, may involve proprietary know- how, information, or technology that
is not covered by patents, and thus for these aspects we may consider trade secrets and know- how to be our primary intellectual
property. Any disclosure, either intentional or unintentional, by our employees, the employees of third parties with whom we
share our facilities or third party consultants and vendors that we engage to perform research, clinical trials or manufacturing
activities, or misappropriation by third parties (such as through a cybersecurity breach) of our trade secrets or proprietary
information could enable competitors to duplicate or surpass our technological achievements, thus eroding our competitive
position in our market. Trade secrets and know- how can be difficult to protect. We require our employees to enter into written
employment agreements containing provisions of confidentiality and obligations to assign to us any inventions generated in the
course of their employment. We further seek to protect our potential trade secrets, proprietary know- how, and information in
part, by entering into non- disclosure and confidentiality agreements with parties who are given access to them, such as our
corporate collaborators, outside scientific collaborators, contract research organizations, contract manufacturers, consultants,
advisors and other third parties. With our consultants, contractors, and outside scientific collaborators, these agreements
typically include invention assignment obligations. While it is our policy to require our employees and contractors who may be
involved in the conception or development of intellectual property to execute agreements assigning such intellectual property to
us, we may be unsuccessful in executing an enforceable agreement with each party who in fact conceives or develops
intellectual property that we regard as our own. Despite these efforts, our assignment agreements may not be self- executing and
any of these parties may breach the agreements and disclose our proprietary information, including our trade secrets, and we
may not be able to obtain adequate remedies for such breaches. Enforcing a claim that a party illegally disclosed or
misappropriated a trade secret is difficult, expensive and time- consuming, and the outcome is unpredictable. If we fail in
bringing or defending any such claims, in addition to paying monetary damages, we may lose valuable intellectual property
rights. Such an outcome could materially, and adversely affect our business, financial condition, results of operations, and
growth prospects. Even if we are successful in defending against such claims, litigation could result in substantial costs and
distraction to management and other employees. The assignment risks of this paragraph could also pertain to any intellectual
property licensed- in to us. In addition, some courts inside and outside the U. S. are less willing or unwilling to protect trade
secrets. If any of our trade secrets were to be lawfully obtained or independently developed by a competitor or other third party,
we would have no right to prevent them 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 or other third party, our competitive position would be
harmed. We may be subject to claims that our employees, consultants or independent contractors have wrongfully used or



disclosed confidential information of third parties. We employ individuals who were previously employed at other
biotechnology or biopharmaceutical companies, or at research institutions. Although we seek to protect our ownership of
intellectual property rights by ensuring that our agreements with our employees, collaborators, and other third parties with whom
we do business include provisions requiring such parties to assign rights in inventions to us, we may be subject to claims that we
or our employees, consultants or independent contractors have inadvertently or otherwise used or disclosed confidential
information of our employees’ former employers or other third parties. We or our licensors may also be subject to claims that
former employers or other third parties have an ownership interest in our patents. Litigation may be necessary to defend against
these claims. There is no guarantee of success in defending these claims, and if we or our licensors fail in defending any such
claims, in addition to paying monetary damages, we may lose valuable intellectual property rights, such as exclusive ownership
of, or right to use, valuable intellectual property. Even if we are successful, litigation could result in substantial cost and be a
distraction to our management and other employees. Intellectual property rights do not necessarily address all potential threats to
our competitive advantage. The degree of future protection afforded by our intellectual property rights is uncertain because
intellectual property rights have limitations, and may not adequately protect our business or permit us to maintain our
competitive advantage. For example: ¢ others may be able to make product candidates that are similar to ours but that are not
covered by the claims of the patents that we own or have exclusively licensed; ¢ we or our licensors or future collaborators
might not have been the first to make the inventions covered by the issued patent or pending patent application that we own or
have exclusively licensed; ¢ we or our licensors or future collaborators might not have been the first to file patent applications
covering certain of our inventions; ¢ others may independently develop similar or alternative technologies or duplicate any of
our technologies without infringing our intellectual property rights; it is possible that our pending patent applications will not
lead to issued patents;  issued patents that we own or have exclusively licensed may be held invalid or unenforceable, as a
result of legal challenges by our competitors; * our competitors might conduct research and development activities in countries
where we do not have patent rights and then use the information learned from such activities to develop competitive products for
sale in our major commercial markets; « we cannot ensure that any of our patents, or any of our pending patent applications, if
issued, or those of our licensors, will include claims having a scope sufficient to protect our product candidates; * we cannot
ensure that any patents issued to us or our licensors will provide a basis for an exclusive market for our commercially viable
product candidates or will provide us with any competitive advantages; ¢ the Supreme Court of the U. S., other U. S. federal
courts, Congress, the USPTO or similar foreign authorities may change the standards of patentability and any such changes
could narrow or invalidate, or change the scope of, our or our licensors’ patents; ¢ patent terms may be inadequate to protect our
competitive position on our product candidates for an adequate amount of time; ¢ we cannot ensure that our commercial
activities or product candidates will not infringe upon the patents of others; « we cannot ensure that we will be able to
successfully commercialize our product candidates on a substantial scale, if approved, before the relevant patents that we own or
license expire; * we may choose not to file a patent in order to maintain certain trade secrets or know- how, and a third party may
subsequently file a patent covering such intellectual property; « we may not develop additional proprietary technologies that are
patentable; and ¢ the patents of others may have an adverse effect on our business. Should any of these events occur, they could
significantly harm our business, results of operations and prospects. Patent terms may be inadequate to protect our competitive
position on our product candidates and preclinical programs for an adequate amount of time. Patent rights are of limited
duration. In the U. S., if all maintenance fees are timely paid, the natural expiration of a patent is generally 20 years from its
earliest U. S. non- provisional filing date. Various extensions may be available, but the life of a patent, and the protection it
affords, is limited. A patent term extension based on regulatory delay may be available in the U. S. However, only a single
patent can be extended for each marketing approval, and any patent can be extended only once, for a single product. Moreover,
the scope of protection during the period of the patent term extension does not extend to the full scope of the claim, but instead
only to the scope of the product as approved. Laws governing analogous patent term extensions in foreign jurisdictions vary
widely, as do laws governing the ability to obtain multiple patents from a single patent family. Given the amount of time
required for the development, testing and regulatory review of new product candidates, patents protecting such candidates might
expire before or shortly after such product candidates are commercialized. Even if patents covering our product candidates are
obtained, once the patent life has expired for a product, we may be open to competition from biosimilar or generic products.
Additionally, we may not receive an extension if we fail to apply within applicable deadlines, fail to apply prior to expiration of
relevant patents or otherwise fail to satisfy applicable requirements. If we are unable to obtain patent term extension or
restoration, or the term of any such extension is less than we request, the period during which we will have the right to
exclusively market our product will be shortened and our competitors may obtain approval of competing products following our
patent expiration, and our revenue could be reduced, possibly materially. Risks Related to Government Regulation Our industry
is highly regulated by the FDA and comparable foreign regulatory agenetes-authorities . We must comply with extensive,
strictly enforced regulatory requirements to develop, obtain, and maintain marketing approval for XDEMVY or any of our
product candidates , if approved . Anvy-XDEMVY and any product candidates we develop and the activities associated with
their development and commercialization, including their design, testing, mantfaetare-manufacturing , safety, efficacy,
recordkeeping, labeling, storage, approval, advertising, promotion, sale, and distribution are very heavily regulated. We have not
received approval to market any product candidates from regulatory authorities in any jurisdiction. We have only limited
experience in filing and supporting the applications necessary to gain marketing approvals and have relied and expect to
continue to rely on third- party contract research organizations to assist us in this process. Securing FDA or comparable foreign
regulatory approval such as a marketing authorization from the European Commission or the competent authorities of the
individual EU Member States ;requires the submission of extensive preclinical and clinical data and supporting information for
each therapeutic indication to establish the product candidate’ s safety and efficacy for its intended use. Securing regulatory
approval also requires the submission of information about the product manufacturing process to, and inspection of



manufacturing facilities by, the relevant regulatory authority. It takes years to complete the testing of a new drug and
development delays and / or failure can occur at any stage of testing. Any of our present and future clinical trials may be
delayed, halted, not authorized, or approval of any of our products may be delayed or may not be obtained due to any of the
following: * any preclinical study or clinical trial may fail to produce safety and efficacy results satisfactory to the FDA or
comparable foreign regulatory authorities; ¢ preclinical and clinical data can be interpreted in different ways, which could delay,
limit or prevent marketing approval; * negative or inconclusive results from a preclinical study or clinical trial or adverse events
during a clinical trial could cause a preclinical study or clinical trial to be repeated or a development program to be terminated,
even if other studies or trials relating to the development program are ongoing or have been completed and were successful;
the FDA or comparable foreign regulatory authorities can place a clinical hold on a trial if, among other reasons, it finds that
subjects enrolled in the trial are or would be exposed to an unreasonable and significant risk of illness or injury;  the facilities
that we utilize, or the processes or facilities of third- party vendors, including without limitation the contract manufacturers who
are or will be manufacturing drug substance and drug product for us or any potential collaborators, may not satisfactorily
complete inspections by the FDA or comparable foreign regulatory authorities; and * we may encounter delays or rejections
based on changes in FDA regulations, standards or policies or the regulations, standards or policies of comparable foreign
regulatory authorities during the period in which we develop a product candidate or the period required for review of any final
marketing approval before we are able to market any product candidate. In addition, information generated during the clinical
trial process is susceptible to varying interpretations that could delay, limit, or prevent marketing approval at any stage of the
approval process. Moreover, early positive preclinical or clinical trial results may not be replicated in later clinical trials. As
more product candidates within a particular class of drugs proceed through clinical development to regulatory review and
approval, the amount and type of clinical data that may be required by regulatory authorities may increase or change. Failure to
demonstrate adequately the quality, safety and efficacy of any of our product candidates would delay or prevent marketing
approval of the applicable product candidate. We cannot assure you that if clinical trials are completed, either we or our
potential collaborators will submit applications for required authorizations to manufacture or market potential products or that
any such application will be reviewed and approved by appropriate regulatory authorities in a timely manner, if at all. Changes
in marketing approval policies during the development period, changes in or the enactment of additional statutes or regulations,
or changes in regulatory review for each submitted product application, may cause delays in the approval or rejection of an
application. Changes in healthcare law and implementing regulations, as well as changes in healthcare policy, may impact our
business in ways that we cannot currently predict, and may have a significant adverse effect on our business and results of
operations. In the U. S. and some foreign jurisdictions, there have been, and continue to be, several legislative and regulatory
changes and proposed changes regarding the healthcare system that could prevent-er-delay-marketing-approvat-of produet
eandtdatessrestrict or regulate post- approval activities, impact pricing and reimbursement and affect our ability to profitably sell
XDEMVY or any other product candidates for which we obtain marketing approval and prevent or delay marketing
approval of product candidates . Among policy makers and payers both federally and on the state level in the U. S. and
elsewhere, including in the European Union, there is significant interest in promoting changes in healthcare systems with the
stated goals of containing healthcare costs, improving quality and / or expanding access. In the U. S., the pharmaceutical
industry has been a particular focus of these efforts and has been significantly affected by major legislative initiatives. The
Affordable Care Act of 2010 substantially changed the way healthcare is financed by both the government and private insurers,
and significantly impacts the U. S. pharmaceutical industry. The Affordable Care Act, among other things: (i) introduced a new
average manufacturer price definition for drugs and biologics that are inhaled, infused, instilled, implanted or injected and not
generally dispensed through retail community pharmacies; (ii) increased the minimum Medicaid rebates owed by manufacturers
under the Medicaid Drug Rebate Program and expanded rebate liability from fee- for- service Medicaid utilization to include the
utilization of Medicaid managed care organizations as well; (iii) established a branded prescription drug fee that pharmaceutical
manufacturers of branded prescription drugs must pay to the federal government; (iv) expanded the list of covered entities
eligible to participate in the 340B drug pricing program; (v) established a new Medicare Part D coverage gap discount program,
in which manufacturers must agree to offer 70 % (increased from 50 % in 2019) point- of- sale discounts off negotiated prices of
applicable brand drugs to eligible beneficiaries during their coverage gap period, as a condition for the manufacturer’ s
outpatient drugs to be covered under Medicare Part D (which, under the IRA, will be replaced by a new manufacturer discount
program starting in 2025); (vi) expanded eligibility criteria for Medicaid programs by, among other things, allowing states to
offer Medicaid coverage to additional individuals and by adding new mandatory eligibility categories for individuals with
income at or below 133 % of the federal poverty level, thereby potentially increasing manufacturers’ Medicaid rebate liability;
(vii) created a licensure framework for follow on biologic products; and (viii) established a Center for Medicare & Medicaid
Innovation (" CMMI ") , at the Center for Medicare & Medicaid Services (" CMS ") to test innovative payment and service
delivery models to lower Medicare and Medicaid spending, potentially including prescription drug spending. Since its
enactment, there have been judicial challenges to certain aspects of the Affordable Care Act, as well as efforts by Congress to
modify, and agencres to alter the implementation of, certain aspects of the Affordable Care Act. F or example Congress
ehmrnated startingJe y he-ta y S A : divid

y A g 5 the tax penalty for not complyrng with the Affordable Care
Act S 1nd1V1dual mandate to carry health insurance. Further the Bipartisan Budget Act of 2018, among other things, amended
the Affordable Care Act, effective January 1, 2019, to increase from 50 percent to 70 percent the point- of- sale discount that is
owed by pharmaceutical manufacturers who participate in Medicare Part D to close the coverage gap in most Medicare drug
plans, commonly referred to as the" donut hole ~" (which, under the IRA, will be replaced by a new manufacturer discount
program starting in 2025). [n the future, Congress may consider other legislation to modify elements of the Affordable Care
Act or other health care reform measures, agencies may further alter their implementation of elements of the Affordable Care



Act or other such measures, and other judicial challenges to elements of the Affordable Care Act or other such measures may be
brought. The extent to which any such changes may impact our business or financial condition is uncertain. It is possible that the
ACA-Affordable Care Act, as currently enacted or may be amended in the future, as well as other healthcare reform measures
including those that may be adopted in the future, may result in more rigorous coverage criteria, and less favorable payment
methodologies, or other downward pressure on coverage and payment and the price that we receive for any approved product.
Any reduction in reimbursement or restriction on coverage under Medicare or other government programs may result in a
similar reduction or restriction by private payers. Other legislative changes have been proposed and adopted since the
Affordable Care Act was enacted. These changes include aggregate reductions to Medicare payments to providers of up to 2 %
per fiscal year pursuant to the Budget Control Act of 2011 and subsequent laws whteh-wentinto-effeetonApri-2643-
Subsequent legislation extended the 2 % reduction, generally to 203 1. Sequestration is currently set at 2 % and will increase to
2.25 % for the first half of fiscal year 2030, to 3 % for the second half of fiscal year 2030, and to 4 % for the remainder of the
sequestration period that lasts through the first six months of fiscal year 2031. The American Taxpayer Relief Act of 2012 ("
ATRA ') among other things, also reduced Medicare payments to several types of providers, including hospitals, imaging
centers and cancer treatment centers, and increased the statute of limitations period for the government to recover overpayments
to providers from three to five years. New laws may result in additional reductions in Medicare and other healthcare funding,
which may materially adversely affect customer demand and affordability for our products and related services and, accordingly,
the results of our financial operations. Additional changes that may affect our business include the expansion of new programs
such as Medicare payment for performance initiatives for physicians under the Medicare Access and CHIP Reauthorization Act
of 2015 (“ MACRA ”) which first affected physician payment in 2019. It is unclear how the introduction of the Medicare quality
payment program will impact our business. The Inflation Reduction Act of 2022 ("' IRA ") introduces several changes to the
Medicare Part D benefit, including a limit on annual out- of- pocket costs and a change in manufacturer liability under the
program which could negatively affect the profitability of our product candidates. The IRA sunsets the current Part D coverage
gap discount program starting in 2025 and replaces it with a new manufacturer discount program. Failure to pay a discount under
this new program will be subject to a civil monetary penalty. In addition, the IRA establishes a Medicare Part B inflation rebate
scheme effeettveJanuary2623-and a Medicare Part D inflation rebate scheme effeetive-Oetober2022-, under which, generally
speaking, manufacturers will owe rebates if the price of a Part B or Part D drug increases faster than the pace of inflation.
Failure to timely pay a Part B or D inflation rebate is subject to a civil monetary penalty. The IRA also creates a drug price
negotiation program under which the prices for Medicare units of certain high Medicare spend drugs and bietegieals—- biologics
without generic or biosimilar competition will be capped by reference to, among other things, a specified non- federal average
manufacturer price starting in 2026. Failure to comply with requirements under the drug price negotiation program is subject to
an excise tax and / or a civil monetary penalty. This or any other legislative change could impact the market conditions for our
products . In the EU, the European Commission has published a proposal that intends to reduce the regulatory data
protection period and orphan market exclusivity period for new medicinal products. Although it is currently uncertain if
the proposal will be adopted in its current form and it is uncertain if and when the revised legislation would enter into
force, this reform can impact our product candidates in the EU . There has been heightened governmental scrutiny over the
manner in which drug manufacturers set prices for their marketed products, which have resulted in several Congressional
inquiries and proposed bills and initiatives, as well as state efforts, designed to, among other things, bring more transparency to
product pricing, review the relationship between pricing and manufacturer patient programs, and reform government program
reimbursement methodologies for drug products. Individual states in the U. S. have become increasingly active in passing
legislation and implementing regulations designed to control pharmaceutical and biological product pricing, including price or
patient reimbursement constraints, discounts, restrictions on certain product access and marketing cost disclosure and
transparency measures. Additionally, states have established Prescription Drug Affordability Boards (or similar entities)
to review high- cost drugs and, in some cases, set upper payment limits. \We expect that these and other healthcare reform
measures in the future, may result in more rigorous coverage criteria and lower reimbursement, and in additional downward
pressure on the price that we receive for any approved product. Any reduction in reimbursement from Medicare or other
government- funded programs may result in a similar reduction in payments from private payers. The implementation of cost
containment measures or other healthcare reforms may hinder us in generating revenue, attaining profitability or
commercializing our drugs, once marketing approval is obtained . In the EU, the European Commission has published a
proposal that intends to reduce the regulatory data protection period for new medicinal products, which would allow
generic competitors to obtain marketing authorization for generic products relying on our data earlier than under the
current laws and we may be faced with earlier generic competition and lower prices for our product on the EU market.
The legislative process for this reform is expected to take several years. Although it is currently uncertain if the proposal
will be adopted in its current form and it is uncertain if and when the revised legislation would enter into force, this
reform could impact our product candidates in the EU . In the European Union, coverage and reimbursement status of any
product candidates for which we obtain regulatory approval are provided for by the national laws of EU Member States. The
requirements may differ across the EU Member States. In markets outside of the U. S. and the European Union, reimbursement
and healthcare payment systems vary significantly by country, and many countries have instituted price ceilings on specific
products and therapies. Also, at the national level, actions have been taken to enact transparency laws regarding payments
between pharmaceutical companies and health care professionals. We cannot predict the likelihood, nature or extent of
government regulation that may arise from future legislation or administrative action in the U. S., the European Union or any
other jurisdiction. If we or any third parties we may engage with are slow or unable to adapt to changes in existing requirements
or the adoption of new requirements or policies, or if we or such third parties are not able to maintain regulatory compliance, our
product candidates may lose any regulatory approval that may have been obtained and we may not achieve or sustain



profitability. Our employees, independent contractors, clinical trial investigators, €R©s-contract research organizations ,
consultants, vendors and any potential commercial partners may engage in misconduct or other improper activities, including
non- compliance with regulatory standards and requirements and insider trading. We are exposed to the risk of fraud or other
misconduct by our employees, clinical trial investigators, CROs, consultants, vendors and any potential commercial partners.
Misconduct by these parties could include intentional, reckless and / or negligent conduct or disclosure of unauthorized
activities to us that violates: (i) FDA laws and regulations or those of comparable foreign regulatory authorities, including those
laws that require the reporting of true, complete and accurate information, (ii) manufacturing standards, (iii) federal and state
health and data privacy, security, fraud and abuse, government price reporting, transparency reporting requirements, and other
healthcare laws and regulations in the U. S. and abroad or (iv) laws that require the true, complete and accurate reporting of
financial information or data. Specifically, sales, marketing and business arrangements in the healthcare industry are subject to
extensive laws and regulations 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. Activities subject to these laws could also involve
the improper use or misrepresentation of information obtained in the course of clinical trials, creation of fraudulent data in
preclinical studies or clinical trials or illegal misappropriation of drug product, which could result in regulatory sanctions and
cause serious harm to our reputation. It is not always possible to identify and deter misconduct by employees and other third
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. We adopted a code of conduct applicable to all of our employees immediately
following the completion of our IPO, as well as a disclosure program and other applicable policies and procedures, but it is not
always possible to identify and deter employee misconduct, 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 these laws or regulations. Additionally, we are subject to the
risk that a person or government could allege such fraud or other misconduct, even if none occurred. If any such actions are
instituted against us, and we are not successful in defending ourselves or asserting our rights, those actions could have a
significant impact on our business, including the imposition of significant civil, criminal and administrative penalties, damages,
monetary fines, disgorgements, possible exclusion from participation in Medicare, Medicaid, other U. S. federal healthcare
programs or healthcare programs in other jurisdictions, integrity oversight and reporting obligations to resolve allegations of
non- compliance, individual imprisonment, other sanctions, contractual damages, reputational harm, diminished profits and
future earnings, and curtailment of our operations. If we fail to comply with environmental, health and safety laws and
regulations, we could become subject to fines or penalties or incur costs that could have a material adverse effect on the success
of our business. We, and the third parties with whom we share our facilities, are subject to numerous environmental, health and
safety laws and regulations, including those governing laboratory procedures and the handling, use, storage, treatment and
disposal of hazardous materials and wastes. Each of our operations involve the use of hazardous and flammable materials,
including chemicals and biological and radioactive materials. Each of our operations also produce hazardous waste products.
We generally contract with third parties for the disposal of these materials and wastes. We cannot eliminate the risk of
contamination or injury from these materials. We could be held liable for any resulting damages in the event of contamination or
injury resulting from the use of hazardous materials by us or the third parties with whom we share our facilities, and any liability
could exceed our resources. We also could incur significant costs associated with civil or criminal fines and penalties. Although
we maintain general liability insurance as well as workers’ compensation insurance to cover us for costs and expenses we may
incur due to injuries to our employees resulting from the use of hazardous materials, this insurance may not provide adequate
coverage against potential liabilities. We do not maintain insurance for environmental liability or toxic tort claims that may be
asserted against us in connection with our storage or disposal of biological, hazardous or radioactive materials. In addition, we
may incur substantial costs in order to comply with current or future environmental, health and safety laws and regulations.
These current or future laws and regulations may impair our research and development. Failure to comply with these laws and
regulations also may result in substantial fines, penalties or other sanctions. Further, with respect to the operations of our current
and any future third- party contract manufacturers, it is possible that if they fail to operate in compliance with applicable
environmental, health and safety laws and regulations or properly dispose of wastes associated with our products, we could be
held liable for any resulting damages, suffer reputational harm or experience a disruption in the manufacture and supply of our
product candidates or products. In addition, our supply chain may be adversely impacted if any of our third- party contract
manufacturers become subject to injunctions or other sanctions as a result of their non- compliance with environmental, health
and safety laws and regulations. For example, we source our API for XDEMVY FR-—083- lotilaner, from Elanco, who sources
through a single source supplier. If such manufacturers become subject to such injunctions or sanctions due to non- compliance,
it could delay, prevent or impair our development-er-commercialization efforts, which could have an adverse effect on our
business. The pharmaceutical legislation reform as proposed by the European Commission in April 2023 would, if
adopted, also impose stricter rules regarding the ¢ Environmental Risk Assessment’ that pharmaceutical manufacturers
are obliged to perform. Under the proposal for new legislation, non- compliance with the Environmental Risk
Assessment requirements could result in the withdrawal or refusal of a marketing authorization. We wit-may be subject
to federal, state and foreign healthcare and abuse laws and false claims laws, as well as information privacy and security laws
and regulations. If we are unable to comply, or have not fully complied, with such laws, we could face substantial penalties,
criminal sanctions, contractual damages, reputational harm, and diminished profits and future earnings. ECPs and third- party
payers will play a primary role in the recommendation and prescription of XDEMVY and any future product candidates we
may develop and any product candidates for which we obtain marketing approval. Our arrangements with ECPs, patients, third-



party payers and customers may expose us to broadly applicable fraud and abuse and other healthcare laws and regulations that
may affect our business or financial arrangements and relationships through which we weuld-market, sell and distribute our
products. As a biopharmaceutical company, federal and state healthcare laws and regulations pertaining to fraud and abuse are
applicable to our business and may affect our ability to operate. These laws are further described in the section titled “ Business-
Government Regulation- Other Regulatory Matters. ” We have entered into consulting and scientific advisory board
arrangements with physicians and other ECPs, including some who could influence the use of XDEMVY or our product
candidates, if approved. Because of the complex and far- reaching nature of these laws, regulatory agencies may view these
transactions as prohibited arrangements that must be restructured, or discontinued, or for which we could be subject to other
significant penalties. We could be adversely affected if regulatory agencies interpret our financial relationships with providers
who may influence the ordering of and use of XDEMVY or our product candidates, if approved, to be in violation of applicable
laws. The scope and enforcement of each of these laws is uncertain and subject to rapid change in the current environment of
healthcare reform. Various state and federal regulatory and enforcement agencies continue actively to investigate violations of
health care laws and regulations, and the U. S. Congress continues to strengthen the arsenal of enforcement tools. Responding to
investigations can be time- and resource- consuming and can divert management’ s attention from the business. Any such
investigation or settlement could increase our costs or otherwise have an adverse effect on our business. Efforts to ensure that
our collaborations or business arrangements with third parties, and our business generally, comply with applicable healthcare
laws and regulations will likely be costly. It is possible that governmental authorities will conclude that our business practices
may not comply with current or future statutes, regulations or case law involving applicable fraud and abuse or other healthcare
laws and regulations. If our operations are found to be in violation of any of these laws or any other current or future
governmental laws and regulations that may apply to us, we may be subject to significant civil, criminal and administrative
penalties, damages, fines, disgergement-disgorgements , individual imprisonment, exclusion from government funded
healthcare programs, such as Medicare and Medicaid, contractual damages, reputational harm, diminished profits and future
earnings, additional reporting obligations and oversight if we become subject to a corporate integrity agreement or other
agreement to resolve allegations of non- compliance with these laws, and the curtailment or restructuring of our operations, any
of which could substantially disrupt our operations. Inadequate funding for the FDA and other government agencies could
hinder their ability to hire and retain key leadership and other personnel, prevent new products and services from being
developed or commercialized in a timely manner or otherwise prevent those agencies from performing normal business
functions on which the operation of our business may rely, which could negatively impact our business. The ability of the FDA
to review and approve new products can be affected by a variety of factors, including government budget and funding levels,
ability to hire and retain key personnel and accept the payment of user fees, and statutory, regulatory, and policy changes.
Average review times at the agency have fluctuated in recent years as a result. In addition, government funding of the SEC and
other government agencies on which our operations may rely, including those that fund research and development activities, is
subject to the political process, which is inherently fluid and unpredictable. Disruptions at the FDA and other agencies may also
slow the time necessary for new products to be reviewed and / or approved by necessary government agencies, which would
adversely affect our business. If a prolonged government shutdown occurs, it could significantly impact the ability of the FDA
to timely review and process our regulatory submissions, which could have a material adverse effect on our business. Further, in
our operations as a public company, future government shutdowns could impact our ability to access the public markets and
obtain necessary capital in order to properly capitalize and continue our operations. We are subject to certain U. S. and foreign
anti- corruption, anti- money laundering, export control, sanctions, and other trade laws and regulations. We can face serious
consequences for violations. U. S. and foreign anti- corruption, anti- money laundering, export control, sanctions, and other
trade laws and regulations, which we collectively refer to as Trade Laws, prohibit, among other things, companies and their
employees, agents, clinical research organizations, legal counsel, accountants, consultants, contractors, and other partners from
authorizing, promising, offering, providing, soliciting, or receiving directly or indirectly, corrupt or improper payments or
anything else of value to or from recipients in the public or private sector. Violations of Trade Laws can result in substantial
criminal fines and civil penalties, imprisonment, the loss of trade privileges, debarment, tax reassessments, breach of contract
and fraud litigation, reputational harm, and other consequences. We have direct or indirect interactions with officials and
employees of government agencies or government- affiliated hospitals, universities, and other organizations. We also expect our
non- U. S. activities to increase over time. We expect to rely on third parties for research, preclinical studies, and clinical trials
and / or to obtain necessary permits, licenses, patent registrations, and other marketing approvals. We can be held liable for the
corrupt or other illegal activities of our personnel, agents, or partners, even if we do not explicitly authorize or have prior
knowledge of such activities. Even-For XDEMVY, or if we receive marketing approval for a-anether product candidate, we
are and will be-continue being subject to ongoing regulatory obligations and continued regulatory review, which may result in
significant additional expense and subject us to restrictions, withdrawal from the market, or penalties if we fail to comply with
applicable regulatory requirements or if we experience unanticipated problems with our product candidates, when and if
approved. Obtaining coverage and reimbursement approval for a product from a government or other third- party payer is a
time- consuming and costly process that could require us to provide supporting scientific, clinical and cost effectiveness data for
the use of our products to the payer. There may be significant delays in obtaining such coverage and reimbursement for newly
approved products, and coverage may be more limited than the purposes for which the product is approved by the FDA or
comparable foreign regulatory authorities. Moreover, eligibility for coverage and reimbursement does not imply that a product
will be paid for in all cases or at a rate that covers our costs, including research, development, intellectual property,
manufacture, sale and distribution expenses. Interim reimbursement levels for new products, if applicable, may also not be
sufficient to cover our costs and may not be made permanent. Reimbursement rates may vary according to the use of the product
and the clinical setting in which it is used, may be based on reimbursement levels already set for lower cost products and may be



incorporated into existing payments for other services. Net prices for products may be reduced by mandatory discounts or
rebates required by government healthcare programs or private payers, by any future laws limiting drug prices and by any future
relaxation of laws that presently restrict imports of product from countries where they may be sold at lower prices than in the U.
S. There is significant uncertainty related to the insurance coverage and reimbursement of newly approved products. Third-
party payers often rely upon Medicare coverage policy and payment limitations in setting reimbursement policies, but also have
their own methods and approval process apart from Medicare coverage and reimbursement determinations. Coverage and
reimbursement by a third- party payer may depend upon a number of factors, including the third- party payer’ s determination
that use of a product is: ¢ a covered benefit under its health plan; * safe, effective and medically necessary; * appropriate for the
specific patient; ¢ cost- effective; and ¢ neither experimental nor investigational. We cannot be sure that reimbursement will be
available for XDEMVY or any other product that we commercialize and, if coverage and reimbursement are available, what
the level of reimbursement will be. Obtaining reimbursement for our products may be particularly difficult because of the
higher prices often associated with branded therapeutics and therapeutics administered under the supervision of a physician. Our
inability to promptly obtain coverage and adequate reimbursement rates from both government- funded and private payers for
any approved products that we develop could have a material adverse effect on our operating results, our ability to raise capital
needed to commercialize products and our overall financial condition. Reimbursement may impact the demand for, and the price
of, XDEMYVY or any other product for which we obtain marketing approval. Assuming we obtain coverage for = XDEMVY
or another given product by a third- party payer, the resulting reimbursement payment rates may not be adequate or may
require co- payments that patients find unacceptably high. Patients who are prescribed medications for the treatment of their
conditions, and their prescribing physicians, generally rely on third- party payers to reimburse all or part of the costs associated
with those medications. Patients are unlikely to use our products unless coverage is provided and reimbursement is adequate to
cover all or a significant portion of the cost of our products. Therefore, coverage and adequate reimbursement is critical to new
product acceptance. Coverage decisions may depend upon clinical and economic standards that disfavor new products when
more established or lower cost therapeutic alternatives are already available or subsequently become available. We expect to
experience pricing pressures in connection with the sale of XDEMVY or any of our other product candidates due to the trend
toward managed healthcare, the increasing influence of health maintenance organizations, and additional legislative changes.
The downward pressure on healthcare costs in general, particularly prescription medicines, medical devices and surgical
procedures and other treatments, has become very intense. As a result, increasingly high barriers are being erected to the
successful commercialization of new products. Further, the adoption and implementation of any future governmental cost
containment or other health reform initiative may result in additional downward pressure on the price that we may receive for
any approved product. Outside of the U. S., many countries require approval of the sale price of a product before it can be
marketed and the pricing review period only begins after marketing or product licensing approval is granted. To obtain
reimbursement or pricing approval in some of these countries, we may be required to conduct a clinical trial that compares the
cost- effectiveness of our product candidate to other available therapies. In some foreign markets, prescription pharmaceutical
pricing remains subject to continuing governmental control even after initial approval is granted. As a result, we might obtain
marketing approval for a product candidate in a particular country, but then be subject to price regulations that delay our
commercial launch of the product, possibly for lengthy time periods, and negatively impact the revenue, if any, we are able to
generate from the sale of the product in that country. Adverse pricing limitations may hinder our ability to recoup our
investment in one or more product candidates, even if such product candidates obtain marketing approval. Failure to comply
with health and data protection laws and regulations could lead to government enforcement actions (which could include civil or
criminal penalties), significant fines, private litigation, and / or adverse publicity and could negatively affect our financial
condition, operating results and business. We and any potential collaborators may be subject to federal, state, and foreign data
protection laws and regulations (i. e., laws and regulations that address privacy and data security). In the U. S., numerous federal
and state laws and regulations, 1nclud1ng federal health information privacy laws, state data breach notlﬁcatlon laws, state health
information privacy laws, and federal and state consumer protection laws (e. g., Section 5 of the Federal-Frade-Commission-Aet
FTC Aet2), that govern the collection, use, disclosure, and protection of health- related and other personal information could
apply to our operations or the operations of our collaborators. In addition, we may obtain health information from third parties
(including research institutions from which we obtain clinical trial data) that are subject to privacy and security requirements
under the Health Insurance Portability and Accountability Act of 1996 (" HIPAA ") . Though we are not directly subject to
HIPAA information privacy and security provisions — other than with respect to providing certain employee benefits, depending
on the facts and circumstances, we could be subject to criminal penalties if we knowingly receive individually identifiable
health information maintained by a HIPAA- covered entity in a manner that is not authorized or permitted by HIPAA.
Furthermore, states are constantly adopting new laws or amending existing laws, requiring attention to frequently changing
regulatory requirements. For example, in California , has-enaeted-the CCPA, whieh-as amended by the CPRA, ereated-creates
new-transparency requirements, granted-grants to California consumers (as that term is broadly defined) several new-rights with
regard to their personal information, and plaeed-places increased privacy and security obligations on entities handling personal
data of consumers or households. The CCPA requires covered companies to provide sew-disclosures to California consumers,
and provides such consumers aew-with Ways to opt out of certaln sales of personal 1nf0rmat10n sand-aHows-foranew-eause-of

- proved-the-CPRA whieh-introduced
significant amendments to the CCPA and estabhshed and funded the CPPA The amendments introduced by the CPRA went
into effect on January 1, 2023, and srew-implementing regulations continue are-expeeted-to be introduced by the CPPA. Failure
to comply with the CCPA may result in, among other things, significant civil penalties and injunctive relief, or potential
statutory or actual damages. In addition, California residents have the right to bring a private right of action in connection with
certain types of incidents. These claims may result in significant liability and potential damages. Other states including




Virginia, Colorado, Utah, Indiana, lowa, Tennessee, Montana, Texas, and Connecticut, have enacted privacy laws
similar to the CCPA that impose new obligations or limitations in areas affecting our business and we continue to assess
the impact of these state legislations on our business as additional information and guidance becomes available.
Similarly, there are a number of legislative proposals in the United States, at both the federal and state level, that could
impose new obligations or limitations in areas affecting our business. The CCPA and other state laws could impact our
business activities depending on how #tis-they are interpreted and exempliftes-exemplify the vulnerability of our business to
not only cyber threats but also the evolving regulatory environment related to personal data and protected health information.
The CCPA may increase our compliance costs and potential liability, and similar laws have been proposed at the federal level
and have been proposed and enacted in other states. The Federal-Frade-Commisston{FTC Z-also sets expectations for failing
to take appropriate steps to keep consumers’ personal information secure, or failing to provide a level of security commensurate
to promises made to individual about the security of their personal information (such as in a privacy notice) may constitute
unfair or deceptive acts or practices in violation of Section 5 (a) of the FTC Act. The FTC expects a company’ s data security
measures to be reasonable and appropriate in light of the sensitivity and volume of consumer information it holds, the size and
complexity of its business, and the cost of available tools to improve security and reduce vulnerabilities. Individually
identifiable health information is considered sensitive data that merits stronger safeguards. With respect to privacy, the FTC also
sets expectations that companies honor the privacy promises made to individuals about how the company handles consumers’
personal information; any failure to honor promises, such as the statements made in a privacy policy or on a website, may also
constitute unfair or deceptive acts or practices in violation of the FTC Act. While we do not intend to engage in unfair or
deceptive acts or practices, the FTC has the power to enforce promises as it interprets them, and events that we cannot fully
control, such as data breaches, may be-result in FTC enforcement. Enforcement by the FTC under the FTC Act can result in civil
penalties or enforcement actions. Activities outside of the U. S. imptteate-require adherence to local and national data
protection standards, impose additional compliance requirements and generate additional risks of enforcement for non-
compliance. EU Member States and the United Kingdom (“ UK ”), as well as other jurisdictions where we may in the future
operate, have adopted data protection laws and regulations, which impose significant compliance obligations. For example, the
EU General Data Protection Regulation (“ GDPR ) imposes certain obligations and restrictions on the ability to collect, analyze
and-, use, store, disclose, transfer , or otherwise process personal data, including te-health- related information from clinical
trials— trial subjects . fn-particular;these-The GDPR imposes a broad range of obligations and restrictions eenteerrrelating
to the processing and protection of personal data, including obligatoins to having a legal basis for processing personal
data (which may result in some instances in obtaining the consent of the individuals to whom the personal data relates ),
providing detailed information about the processing details-activities disclosed to the individuals, the-dealing with
restrictions on sharing of personal data with third parties, and the transfer-transferring of personal data out of the EU,
eontraeting requirements-having contractual arrangements in place where required (such as with clinical trial sites and
Vendors aﬁd-seeuﬂt-y—reportmg in certaln instances personal data bfeaeh—breaches to data protection authorities and /

or affected individuals the-mest
y-, whicheveris
g-rea-teﬁ—appomtmg data protectlon officers, conductmg data protectlon 1mpact assessments, respondlng to privacy rights
requests, and other-administrative-penalties-keeping records of processing activities . The GDPR may increase our
responsibility and liability in relation to personal data that we process and we may be required to expend significant capital and
other resources to ensure ongoing compliance with applicable privacy and data security laws, to protect against security
breaches and hackers, or to alleviate problems caused by such breaches. This may be onerous and if our efforts to comply with
the GDPR or other applicable EU laws and regulations are not successful, it could adversely affect our business. Recent scrutiny
and reevaluation of legal mechanisms to allow for the transfer of personal data from the EEA, Switzerland, or UK to the U. S.
may impact our ability to transfer personal data or otherwise may cause us to incur significant costs to do so legally. Although
there are legal mechanisms to allow for the transfer of personal data from the EEA, Switzerland, and the UK to the U. S.,
uncertainty about compliance with EU data protection laws remains and data protection authorities from the different EU
Member States may interpret the GDPR differently, and guidance on implementation and compliance practices are often
updated or otherwise revised, which adds to the complexity of processing personal data in the European Union. Enforcement by
EU and UK regulators is generally active, and failure to comply with the GDPR or applicable Member State / UK local law may
result in substantial fines, amongst other things (such as notices requiring compliance within a certain timeframe). The GDPR
provides for fines and other administrative penalties in the event of any non- compliance, including fines of up to 10, 000,
000 Euros or up to 2 % of our total worldwide annual turnover for certain comparatively minor offenses, or up to 20,
000, 000 Euros or up to 4 % of our total worldwide annual turnover for more serious offenses. The GDPR also confers a
private right of action on data subjects and consumer associations to lodge complaints with data protection authorities,
seek judicial remedies, and obtain compensation for damages resulting from violations of the GDPR. Further, the UK
Government may amend / update UK data protection fes=laws , which may result in changes to our business operations and
potentially incur commercial cost. Additionally, European / UK data protection laws, including the GDPR, generally restrict the
transfer of personal data from the EEA y(including the EU ) , BriteddIcngdom-UK, and Switzerland, to the U. S. and most
other countries (except those deemed to be adequate by the European Commission / UK Secretary of State as applicable) unless
the parties to the transfer have implemented specific safeguards to protect the transferred personal data. White-prevtoustyH
This may cause us to incur significant compliance costs for implementing lawful transfer mechanisms, conducting data
transfer impact assessments, and implementing additional measures where necessary to ensure that personal data
transferred are adequately protected in a manner essentially equivalent to the EU . S-The GDPR provides different
transfer mechanisms we can use to lawfully transfer personal data from the EU to countries outside the EU . eempanies




eouldrely-An example is relying on self—eertifieationrto-adequacy decisions of the European Commission, such as the EU-
U. S. Data Privacy Framework which was adopted by the European Commission in 2023. The adequacy decision
concludes that the U. S. ensures and- an Swiss-adequate level of protection (compared to that of the EU) for personal
data transferred from the EU to U. S. companies participating in the EU - U. S. Data Privacy Shteldframeworks—
Framework administered-. The adequacy decisions of the European Commission are subject to periodic reviews and may
be amended or withdrawn. Another example of a lawful transfer mechanism under the GDPR is using the EU Standard
Contractual Clauses (“ EU SCCs ) as approved by the B-European Commission in 2021 . In order to use S—Department
of Commeree-as-one-of-these—- the safeguards-EU Standard Contractual Clauses mechanism, the exporter and the
importer must ensure that the importer may guarantee a level of personal data protection in the importing country’ s
level of protectlon must be adequate that is essentlally equ1valent to -}eg-rt-xﬂ%rze—tr&nsfefs-that of the EEA. It follows from

the Eulopedn Data Protectlon Board that compllance
al-data transfers— transfer obligations involves
conducting transfer 1mpact assessments, whlch includes documentlng detailed analyses of GDPR-data access and
protection laws in the countries in which data importers are located, which can be costly and time - eovered-consuming.
Data importers must also expend resources in analyzing their ability to comply with transfer obligations, including
implementing new safeguards and controls to further protect pe1s0nal data In the UK, 1nternat10nal transfer mechanisms

Agreement er-and the lntemdtlondl D'ltd Tldnsfel Addendum to the EU SCCs. The UK lnfommtlon Commissioner’ s Offlce
alse-has issued and maintains guidance on how to approach undertaking risk assessments for transfers of UK data to non-
adequate countries outside the UK. A lack of valid transfer mechanisms for GBDPR—eevered-data subject to EU / UK data
protection laws could increase exposure to enforcement actions as described above, and may affect our business operations and
require commercial cost (including potentially limiting our ability to collaborate / work with certain third parties and / or
requiring an increase in our data processing capabilities in the EU / UK). Further, the European / UK data protection laws
(including laws on international data transfers as set out above) may also be updated / revised, accompanied by new guidance
and / or judicial / regulatory interpretations, which could entail further impacts on our compliance efforts and increased cost.
Failure to comply with U. S. and international data protection laws and regulations could result in government enforcement
actions (which could include civil or criminal penalties), significant fines, private litigation, and / or adverse publicity and could
negatively affect our financial condition, operating results and business. Moreover, clinical trial subjects about whom we or our
potential collaborators obtain ifermatien-personal data , as well as the providers who share this infermation-personal data
with us, may contractually limit our ability to use and disclose the infermation-personal data . Claims that we have violated
individuals’ privacy rights, failed to comply with data protection laws, or breached our contractual obligations, even if we are
not found liable, could be expensive and time- consuming to defend and could result in adverse publicity that could harm our
business. We cannot assure you that our third- party service providers with access to our or our customers’, suppliers’, trial
patients’ and employees’ personally identifiable and other sensitive or confidential information in relation to which we are
responsible will not breach contractual obligations imposed by us, or that they will not experience data security breaches or
attempts thereof, which could have a corresponding effect on our business, including putting us in breach of our obligations
under privacy and data protection laws and regulations and / or which could in turn adversely affect our business, results of
operations and financial condition. We cannot assure you that our contractual measures and our own privacy and security-
related safeguards will protect us from the risks associated with the third- party processing, storage and transmission of such
information. Furthermore, the 1dWS are not consistent, and comphdnce n the event ofa Wldesplead data breach is costly. H-we

common stock may be volatile or may deehne regardless of our operating peIformance and you could lose dH or part of your
investment. The market price of our common stock may fluctuate significantly in response to numerous factors, many of which
are beyond our control, including: « our failure to achieve product development or commercialization goals or regulatory
approval milestones in the timeframe we announce; ¢ overall performance of the equity markets; ¢ our operating performance
and the performance of other similar companies;  results from our ongoing clinical trials and future clinical trials with our
current and future product candidates or of our competitors; ¢ delays in the commencement, enrollment and the ultimate



completion of clinical trials; * changes in our projected operating results that we provide to the public, our failure to meet these
projections or changes in recommendations by securities analysts that elect to follow our common stock; ¢ regulatory actions
with respect to our product or product candidates; ¢ regulatory or legal developments in the U. S. and other countries; ¢ the
level of expenses related to future product candidates or clinical development programs;  changes in hospital or ECP practices;
 announcements of acquisitions, strategic alliances or significant agreements by us or by our competitors; * developments or
disputes concerning patent applications, issued patents or other intellectual property or proprietary rights; * recruitment or
departure of key personnel; * the economy as a whole and market conditions in our industry r-inelading-eonditionsresulting-from
€0B—9-; - variations in our financial results or the financial results of companies that are perceived to be similar to us; ¢
financing or other corporate transactions, or inability to obtain additional funding; ¢ trading activity by a limited number of
stockholders who together beneficially own a majority of our outstanding common stock; ¢ the expiration of market standoff or
contractual lock- up agreements; ¢ the size of our market float; and * any other factors discussed in this report. In addition, the
stock markets have experienced extreme price and volume fluctuations that have affected and continue to affect the market
prices of equity securities of many biopharmaceutical companies. Stock prices of many biopharmaceutical companies have
fluctuated in a manner unrelated or disproportionate to the operating performance of those companies. In the past, stockholders
have filed securities class action litigation following periods of market volatility. If we were to become involved in securities
litigation, it could subject us to substantial costs, divert resources and the attention of management from our business and
adversely affect our business. If securities or industry analysts do not publish research or publish inaccurate or unfavorable
research about our business, our stock price and trading volume could decline. The trading market for our common stock will
depend in part on the research and reports that securities or industry analysts publish about us or our business. If securities or
industry analysts cease coverage of us, the trading price for our common stock would be negatively affected. If one or more of
the analysts who cover us downgrade our common stock or publish inaccurate or unfavorable research about our business, our
common stock price would likely decline. If one or more of these analysts cease coverage of us or fail to publish reports on us
regularly, demand for our common stock could decrease, which might cause our common stock price and trading volume to
decline. We are an" emerging growth company" and" smaller reporting company" and we cannot be certain if the reduced
reporting requirements applicable to emerging growth companies will make our common stock less attractive to investors. We
are an emerging growth company as defined in the Jumpstart our Business Startups Act of 2012, as amended (the “ JOBS Act )
and we intend to take advantage of some of the exemptions from reporting requirements that are applicable to other public
companies that are not emerging growth companies, including: * the option to present only two years of audited financial
statements, in addition to any required unaudited interim financial statements, with correspondingly reduced “ Management’ s
Discussion and Analysis of Financial Condition and Results of Operations ” disclosure; * not being required to comply with the
auditor attestation requirements of Section 404 (b) of the Sarbanes - Oxley Act of 2002, as amended (the" Sarbanes - Oxley
Act"); * not being required to comply with any requirement that may be adopted by the Public Company Accounting Oversight
Board regarding mandatory audit firm rotation or a supplement to the auditor’ s report providing additional information about
the audit and the financial statements; ¢ not being required to disclose certain executive compensation- related items such as the
correlation between executive compensation and performance and comparisons of the chief executive officer’ s compensation to
median employee compensation; and ¢ not being required to submit certain executive compensation matters to stockholder
advisory votes, such as" say- on- pay,"" say- on- frequency," and" say- on- golden parachutes." The JOBS Act permits an
emerging growth company such as us, to take advantage of an extended transition period to comply with new or revised
accounting standards applicable to public companies. We have irrevocably elected to opt out of this provision and, as a result, we
will comply with new or revised accounting standards as required when they are adopted. We cannot predict if investors will
find our common stock less attractive because we will rely on these exemptions. 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 our stock price may be more volatile.
We may take advantage of these reporting exemptions until we are no longer an emerging growth company. We will remain an
emerging growth company until the earlier of (1) December 31, 2025, the last day of the fiscal year following the fifth
anniversary of the completion of our initial public offering, (b) the last day of the fiscal year (a) in which we have total annual
gross revenue of at least $ 1. 235 billion or (b) in which we are deemed to be a large accelerated filer, which means the market
value of our common stock that is held by non- affiliates exceeds $ 700 million as of the prior June 30th and (2) the date on
which we have issued more than $ 1. 0 billion in non- convertible debt during the prior three- year period. We are also a smaller
reporting company as defined in the Exchange Act of 1934 . We may continue to be a smaller reporting company even after we
are no longer an emerging growth company. We may take advantage of certain of the scaled disclosures available to smaller
reporting companies and will be able to take advantage of these scaled disclosures for so long as our voting and non- voting
common stock held by non- affiliates is less than $ 250. 0 million measured on the last business day of our second fiscal quarter,
or our annual revenue is less than $ 100. 0 million during the most recently completed fiscal year and our voting and non-
voting common stock held by non- affiliates is less than $ 700. 0 million measured on the last business day of our second fiscal
quarter. Investors may find our common stock less attractive to the extent we rely on the exemptions and relief granted by the
JOBS Act. 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 our stock price may decline or become more volatile. Sales of a substantial number of shares of our common
stock in the public market could cause the price of our common stock to fall. Sales of a substantial number of shares of our
common stock in the public market could cause our stock price to decline. Sales of a substantial number of shares of our
common stock in the public market could occur at any time. These sales, or the perception in the market that the holders of a
large number of shares intend to sell shares, could reduce the market price of our common stock. As of Mareh3-February 21 ,
2623-2024 , we had 26-34 , 7314218 , 663-886 shares of common stock outstanding. Shares held by directors, executive officers
and other affiliates will be subject to volume limitations under Rule 144 under the Securities Act of 1933 and various vesting



agreements. We have registered and intend to continue to register all shares of common stock that we may issue under our
equity compensation plans. Once we register these shares, they can be freely sold in the public market upon issuance, subject to
volume limitations applicable to affiliates. We cannot predict what effect, if any, sales of our shares in the public market or the
availability of shares for sale will have on the market price of our common stock. However, future sales of substantial amounts
of our common stock in the public market, including shares issued upon exercise of our outstanding warrant or options, or the
perception that such sales may occur, could adversely affect the market price of our common stock. We also expect that
significant additional capital may be needed in the future to continue our planned operations. To raise capital, we may sell
common stock, including pursuant to our ATM program, convertible securities or other equity securities in one or more
transactions at prices and in a manner we determine from time to time. For example, in MayAugust 2622-2023 we seld
completed a follow- on public offering of 5. 5-7 million shares of our common stock at a public offering price of $ 17. S0 per
share for gress-net proceeds of approximately $ 79-99 . 5-3 million ( before-after deducting underwriting discounts,
commissions and other estimated offering - related expenses) and in the fourth quarter of 2023 we raised approximately $
19. 2 million, after deducting broker commissions and fees, through sales under our ATM program . To the extent that
additional capital is raised through the sale and issuance of shares or other securities convertible into shares, our stockholders
will be diluted. These sales, or the perception in the market that the holders of a large number of shares intend to sell shares,
could reduce the market price of our common stock. The concentration of our stock ownership will likely limit your ability to
influence corporate matters, including the ability to influence the outcome of director elections and other matters requiring
stockholder approval. As of December 31, 2622-2023 , our officers, directors and the holders of more than 5 % of our
outstanding stock collectively beneficially own approximately $3-67 % of our common stock. As a result, these stockholders,
acting together, will have significant influence over all matters that require approval by our stockholders, including the election
of directors and approval of significant corporate transactions. Corporate actions might be taken even if other stockholders
oppose them. This concentration of ownership might also have the effect of delaying or preventing a change of control of our
company that other stockholders may view as beneficial. Requirements associated with being a public company will increase
our costs significantly, as well as divert significant company resources and management attention. As a public company, we are
subject to the reporting requirements of the Exchange Act of 1934 , or the other rules and regulations of the Securities and
Exchange Commission (the “ SEC ), or any securities exchange relating to public companies. Compliance with the various
reporting and other requirements applicable to public companies requires considerable time and attention of management and
we will incur significant legal, accounting and other expenses. We cannot assure you that we will satisfy our obligations as a
public company on a timely basis. In addition, as a public company, it may be more difficult or more costly for us to obtain
certain types of insurance, including directors’ and officers’ liability insurance, and we may be forced to accept reduced policy
limits and coverage or incur substantially higher costs to obtain the same or similar coverage. The impact of these events could
also make it more difficult for us to attract and retain qualified personnel to serve on our board of directors, our board
committees or as executive officers. If we fail to maintain proper and effective internal controls, our ability to produce accurate
and timely financial statements could be impaired, which could result in sanctions or other penalties that would harm our
business. We are subject to the reporting requirements of the Exchange Act of 1934 , the Sarbanes- Oxley Act and the rules and
regulations of the Nasdaq SteekMarket-(“Nasdaeg=)-. The Sarbanes- Oxley Act requires, among other things, that we maintain
effective disclosure controls and procedures and internal controls over financial reporting. We must perform system and process
design evaluation and testing of the effectiveness of our internal controls over financial reporting to allow management to report
on the effectiveness of our internal controls over financial reporting, as required by Section 404 of the Sarbanes- Oxley Act.
Therefore, we will need to continue to dedicate internal resources, including through hiring additional financial and accounting
personnel, potentially engaging outside consultants, continue to assess and document the adequacy of internal control over
financial reporting, continue steps to improve control processes as appropriate, validate through testing that controls are
functioning as documented and implement a continuous reporting and improvement process for internal control over financial
reporting. This requires us to incur substantial professional fees and internal costs to maintain compliance. We may discover
weaknesses in our system of internal financial and accounting controls and procedures that could result in a material
misstatement of our financial statements. Our internal control over financial reporting will not prevent or detect all errors and all
fraud. A control system, no matter how well designed and operated, can provide only reasonable, not absolute, assurance that
the control system’ s objectives will be met. Because of the inherent limitations in all control systems, no evaluation of controls
can provide absolute assurance that misstatements due to error or fraud will not occur or that all control issues and instances of
fraud will be detected. If we are not able to comply with the requirements of Section 404 of the Sarbanes- Oxley Act in a timely
manner, or if we are unable to maintain proper and effective internal controls over financial reporting, we may not be able to
produce timely and accurate financial statements. If that were to happen, our investors could lose confidence in our reported
financial information, the market price of our stock could decline and we could be subject to sanctions or investigations by the
SEC or other regulatory authorities including equivalent foreign authorities. We do not intend to pay dividends for the
foreseeable future. We have never declared nor paid cash dividends on our capital stock. We currently intend to retain any future
earnings to finance the operation and expansion of our business, and we do not expect to declare or pay any dividends in the
foreseeable future. Our Credit Facility also contains a negative covenant that prohibits us from paying dividends subject to
limited exceptions. Consequently, stockholders must rely on sales of their common stock after price appreciation, which may
never occur, as the only way to realize any future gains on their investment. We could be subject to securities class action
litigation. In the past, securities class action litigation has often been brought against a company following a decline in the
market price of its securities. This risk is especially relevant for us because biopharmaceutical companies have experienced
significant stock price volatility in recent years. If we face such litigation, it could result in substantial costs and a diversion of
management’ s attention and resources, which could harm our business. Our operating results may fluctuate significantly, which



makes our future operating results difficult to predict and could cause our operating results to fall below expectations or our
guidance. Our quarterly and annual operating results may fluctuate significantly in the future, which makes it difficult for us to
predict our future operating results. Our operating results may fluctuate due to a variety of factors, many of which are outside of
our control and may be difficult to predict, including the following: « the cost of manufacturing XDEMVY or our other
product candidates, which may vary depending on the quantity of production and the terms of our agreements with
manufacturers; ° the level of demand for XDEMVY or our product candidates should they receive approval, which may
vary significantly; e the risk / benefit profile, cost and reimbursement policies with respect to XDEMVY or our product
candidates, if approved, and existing and potential future drugs that compete with our product candidates; * the gross-
to- net yields for XDEMVY or our other product candidates, if approved; ¢ the timing and success or failure of clinical
trials for our product candidates or competing product candidates, or any other change in the competitive landscape of our
industry, including consolidation among our competitors or partners; * our ability to successfully recruit patients for preclinical
studies and clinical trials, and any delays caused by difficulties in such recruitment efforts; * our ability to obtain regulatory
approval for our product candidates, and the timing and scope of any such approvals we may receive; ¢ the timing and cost of,
and level of investment in, research and developrnent activities relatlng to our product candidates, whlch may change from time
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Volatrle U. S European and global economic enVlronments 1nclud1ng the impact of current or future health pandemics; and ¢
future accounting pronouncements or changes in our accounting policies. The cumulative effects of these factors could result in
large fluctuations and unpredictability in our quarterly and annual operating results. As a result, comparing our operating results
on a period- to- period basis may not be meaningful. This variability and unpredictability could also result in our failing to meet
the expectations of industry or financial analysts or investors for any period. If our revenue or operating results fall below the
expectations of analysts or investors or below any forecasts we may provide to the market, or if the forecasts we provide to the
market are below the expectations of analysts or investors, the price of our common stock could decline substantially. Such a
stock price decline could occur even when we have met any previously publicly stated guidance we may provide. Delaware law
and provisions in our amended and restated certificate of incorporation and amended and restated bylaws could make a merger,
tender offer or proxy contest difficult, thereby depressing the trading price of our common stock. Our status as a Delaware
corporation and the anti- takeover provisions of the Delaware General Corporation Law may discourage, delay or prevent a
change in control by prohibiting us from engaging in a business combination with an interested stockholder for a period of three
years after the person becomes an interested stockholder, even if a change of control would be beneficial to our existing
stockholders. In addition, our amended and restated certificate of incorporation and amended and restated bylaws contain
provisions that may make the acquisition of our company more difficult, including the following: « a classified board of
directors with three- year staggered terms, which could delay the ability of stockholders to change the membership of a majority
of our board of directors; ¢ the ability of our board of directors to issue shares of preferred stock and to determine the price and
other terms of those shares, including preferences and voting rights, without stockholder approval, which could be used to
significantly dilute the ownership of a hostile acquiror; * the exclusive right of our board of directors to elect a director to fill a
vacancy created by the expansion of our board of directors or the resignation, death or removal of a director, which prevents
stockholders from being able to fill vacancies on our board of directors; ¢ a prohibition on stockholder action by written consent,
which forces stockholder action to be taken at an annual or special meeting of our stockholders; ¢ the requirement that a special
meeting of stockholders may be called only by a majority vote of our entire board of directors, the chairman of our board of
directors or our chief executive officer, which could delay the ability of our stockholders to force consideration of a proposal or
to take action, including the removal of directors; ¢ the requirement for the affirmative vote of holders of at least 66 2 /3 % of
the voting power of all of the then- outstanding shares of the voting stock, voting together as a single class, to amend the
provisions of our amended and restated certificate of incorporation or our amended and restated bylaws, which may inhibit the
ability of an acquiror to effect such amendments to facilitate an unsolicited takeover attempt; and * advance notice procedures
with which stockholders must comply to nominate candidates to our board of directors or to propose matters to be acted upon at
a stockholders” meeting, which may discourage or deter a potential acquiror from conducting a solicitation of proxies to elect the
acquiror’ s own slate of directors or otherwise attempting to obtain control of us. In addition, as a Delaware corporation, we are
subject to Section 203 of the Delaware General Corporation Law. These provisions may prohibit large stockholders, in
particular those owning 15 % or more of our outstanding voting stock, from merging or combining with us for a certain period of
time. A Delaware corporation may opt out of this provision by express provision in its original certificate of incorporation or by
amendment to its certificate of incorporation or bylaws approved by its stockholders. However, we have not opted out of this
provision. These and other provisions in our amended and restated certificate of incorporation, amended and restated bylaws and
Delaware law could make it more difficult for stockholders or potential acquirors to obtain control of our board of directors or
initiate actions that are opposed by our then- current board of directors, including delay or impede a merger, tender offer or
proxy contest involving our company. The existence of these provisions could negatively affect the price of our common stock
and limit opportunities for you to realize value in a corporate transaction. Our amended and restated certificate of incorporation
provides that the Court of Chancery of the State of Delaware and the U. S. federal district courts are the exclusive forums for
substantially all disputes between us and our stockholders, which could limit our stockholders’ ability to obtain a favorable
judicial forum for disputes with us or our directors, officers or employees. Our amended and restated certificate of incorporation
provides that the Court of Chancery of the State of Delaware is the exclusive forum for any derivative action or proceeding



brought on our behalf, any action asserting a breach of fiduciary duty, any action asserting a claim against us arising pursuant to
the Delaware General Corporation Law, our certificate of incorporation or our bylaws or any action asserting a claim against us
that is governed by the internal affairs doctrine. This provision would not apply to suits brought to enforce a duty or liability
created by the Exchange Act of 1934 . Furthermore, Section 22 of the Securities Act of 1933 creates concurrent jurisdiction for
federal and state courts over all such Securities Act actions. Accordingly, both state and federal courts have jurisdiction to
entertain such claims. To prevent having to litigate claims in multiple jurisdictions and the threat of inconsistent or contrary
rulings by different courts, among other considerations, our certificate of incorporation will further provide that the U. S. federal
district courts will be the exclusive forum for resolving any complaint asserting a cause of action arising under the Securities
Act. While the Delaware courts have determined that such choice of forum provisions are facially valid, a stockholder may
nevertheless seek to bring a claim in a venue other than those designated in the exclusive forum provisions. In such instance, we
would expect to vigorously assert the validity and enforceability of the exclusive forum provisions of our certificate of
incorporation. This may require significant additional costs associated with resolving such action in other jurisdictions and there
can be no assurance that the provisions will be enforced by a court in those other jurisdictions. This choice of forum provision
may limit a stockholder’ s ability to bring a claim in a judicial forum that it finds favorable for disputes with us or our directors,
officers or other employees and may discourage these types of lawsuits. Alternatively, if a court were to find the choice of forum
provision contained in our amended and restated certificate of incorporation to be inapplicable or unenforceable in an action, we
may incur additional costs associated with resolving such action in other jurisdictions.



