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Indicate by check mark whether the registran has submitied electronicaly every Intractive Data File reqired to be submitted pursuant 1o Rule 405 of Regulation ST (§ 232.405 of thi chapter)
during the preceding 12 months (o forsuch shorter period that the regisirant was required o submit such files). Yes 8 No [

Indicate by check mark whether the regisrant i a large accelerated fler,an accelerated filer a non-acceleraed flr, a smallr reprting company,or an emerging grovwih company. See the defnitions.
of “large accelerated Gl “acceleraed flr,”“smallr eporting company,” and emerging growth company’” in Rule 125-2 of the Exchange Act.

Large acceleated filer o Accelrated filer o
Non-accelerate fler El ‘Smaller reporting company

1 an emerging growth company, indicate by check mark if the regisirant has eleced not 0 use the extended transition period for complying with any new or revised financal accounting standards.
provided pursuant to Section 13(a) ofthe Exchange Act 8

Indicate by check mark whether the regisrant has Filed a eport on and atesation to s management's assessment ofth effectiveness of is interal control over financial reportng nder Section
404(5) o the Sarbanes-Oxley Act (15 U.S.C. 7262(b) by th registered public accounting firm that prepared orssued it audit report. 0

I securites are regisered pursuant to Section 12(b)of the Act,indicate by check mark whether the financialstatements of th registrant included inth fling reflect the corection ofan eror o
previously issued financal staements. 0

icate by check mark whether any of those ertor corrections are restatements tht required  recovery analysis of incentive-based compensation received by an ofthe regisrants execuive offcers
during the elevant recovery period pursuant t0 $240.10D-1(b). 01
Indicate by check mark whether the regisrant i ashell company (as defined in Rule 125-2 of the Act). Yes ) No B

“The agaregate market value of the regstran’s voring and nov-voting common ety held by non-affilates of th registran, based on th closing price of the regisirant’s common stock as reported by
the Nasdaq Global Select Market on June 30, 2022, was approrirmately $180.5 milion. Shares of common stock held by each executive offcer, director,and holder of 5% or more of the outsanding
common stock have been excluded inthat such persons may be deemed to be afflaes. This determination of aflste stats is no necessarly conclusive determination fo other purposes.

‘A of March 3, 2023, the number of outsianding shares of the regisrant’s common stock, par value S0.0001 per share, was 26,731,663,
DOCUMENTS INCORPORATED BY REFERENCE

Portons of the information caled for by Part Il of this Anmual Report on Form 10-K is hereby incorporated by reference to portions ofth registrant’s defintive proxy sitement for ts 2023 anoual
‘meeting of stockholders, which wil be filed with the Securites and Exchange Commission not ter than 120 days ate th regisrant’s fiscal year ended December 31, 2022.
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Item 5. Market for Registrant's Common Equity, Related Stockholder Matters and lssuer Purchases of Equity Securities

Our common sock has been publicly raded on the Nasdaq under the symbol “TARS” since our IPO on October 15, 2020, Prio o this date, there was 8o public marketfor our common
stock.

Holders of Common Stock
As of March 9, 2023, the closing price of our common stock on the Nasdaq was $14.91 per shae, an there were approximately 30 hoders o record of our common stock. The actual
‘umber of stockhokders s greater than tis number of record holders, and includes stockholders who are beneficial owners, but whose shares are hld insircet name by brokers and cher nominees.
“This number o holders of record also does not include stockholders whose shares may be held in rust by other enties.
—
We have never declred or pad any cash dividends on our common siock and do not anicipae paying cash dividends n the foreseeable future.
‘Securities Authorized for Issuance under Equity Compensation Plans

“The information required by this tem will be contained in our defniive proxy statement o b fled with the SEC in connection with our Annual Meeting of Stockbolders within 120 days
after December 31, 2022 and is incorporated inthis Annual Report on Form 10-K by reference.

Recent Sales of Unregistered Securiies
None
Use of Proceeds from Inital Public Ofering.

On October 16, 2020, our Regisraion Statement on Form S-1 (File No. 333-249076) (the "Registration Statement”)relating t0the iniial public offering of our common stock was
declaed effective by the SEC. Pursuant 0 such Registration Satemen, we sold an aggregate of 6,325,000 shares of our common siock, which included 825,000 shares sold pursuant o the
‘underwritrs”fll exerciseof heir option 0 purchase additonal shares, a a priceof $16.00 per share. T aggregate ofering pice fo shares sold in the offering was $101.2 million. On October 20,
2020, we cosed the sale of such shares, resulting in aggregate cash proceeds to us of $91.7 millon, net of underwritng discoun, commissions and offering expenses pad or payable by us. No.
offering expenses were paid or are payable, directy or indirecly, 0 our directors o officers, o persons owning 10% ox mre o any class of our equity securites o 0 any of ouraffiiaes. BofA
‘Securiie,Inc, Jeffries LLC and Raymond James & Associates, Inc., LifeSci Capital LLC and Ledenburg Thalman & Co. Inc, acted a th joint book-running managers of the offering.

“There has been no material changse in the planned use of proceeds from our inital public ffering as described in the fnal prospectus, dated October 15, 2020, fled with the SEC on
‘October 16, 2020, pursuant to Rule 42405 of the Securiies Act

Purchases of Equity Securities by the Issuer and Affiliated Purchases
None.

Item 6. Reserved
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Ttem 7. Management's Discussion and Analysis of Financial Condition and Results of Operations

‘The ollowing discussion and analysis of our financial conditon and results o operations should be read in conjunction with our *Selected Financial Data™ and our financial statemens.
and th related notes 0 those statements included elsewhere in this Annual Report on Form 10-K.In additon to historica financial iformation, the following discussion and analysis contan
forwand-iooking statements that involve risks, uncertaintes and assumptions. Our actual esults and timing ofselcted events may differ materillyfrom those anticipatd in these forward-looking
Statements as a resultof many foctors, including, but no lmited 10, those discussed under thesection titled *Risk Foctors and elscwhere n tis Anmual Report on 10-K. See the secion iled
“Special Note Regarding Forward-Looking Statements” elsewhere n this Annual Report on Form 10-K.

Overview
Our Business

‘We are a biopharmaceutical company focused on the development and commercialization o therapeutics,sarting wih eye care. Our lead product candidate, TP-03 (otlaner ophihalmic
solution, 0.25%),is a novel investigational eye drop o reat blephariiscaused by the infestation of Demodex mites, which i refered t0 s Demodex blepharis. Biepharis (*Blephar” is a reference
0 eyeld and “its” is a reference o inflammation)is an ophihalmic lid margin disease characterzed by inflammation of the eyelid margin,rednes and ocula riation, nclading a specific type of

eyelash dandruff called collaetes, which are pathognomonic for Demodex blepharits. Poory controlled and progressive blepharits ca lead 0 comeal damage over ime and,in exreme cases,
blindness. There may be a high as approximately 25 million people in the U.S. who suffe from Demodex blepharits.

‘We designed TP-03 1 taget and eradicate the ront cause of Demodex blephariis - Demoderx mite infescation. The API of TP-03, ltilaner, paralyzes and eradicates mites and ather
parasites through the inhibition of parasite-specific GABA-CI channels.

‘We ntend to further advance ou pipelne with lotilaner API t sdres several diseases cross therapeutic categorie in human medicine,inclding eye care, dermatology, and other
diseases. We e developing product candidates 10 address targeted disease with high unmet medical needs, which curreadly inclode TP-03 for the potental treatment of MG, TP-04 for the potental
reatment of rosacea, and TP-05 for potental Lyme disease prophylaxis and community malariareduction.
‘Recent Business Highlights
‘TP-03 Demedex Blepharitis

To dat, we have completed seven clinicaltrias that inclu a Phase 1 ia,four Phase 2 rial, 2 Phase 2673 Satun-1 trial, and a Phase 3 Saurn-2 wial for TP-03 in Demodex biepharii,
all of which met thei primary, secondary and/or certain exploratory endpoios, with the drug wel olerated. In November 2022, we announced tht the NDA submission package for TP-03 for the
reatment of Demodex biepharitis was accepted by the FDA, with a PDUFA decision date of August 25, 2023. We believe TP-03 has the potential 0 be the first therapetic approved by the FDA and
become the definitive standard of care for the treatment of Demodex blepharits.

'During 2022, we began the expansion of our commercial organizaton to support ur business growth and the commercial leadership needed for TP-03 commercial aunch readiness i the
second half of 2023. We expect this commercial expansion to contine with a meaningful ramp during 2073 as part of our TP-03 commercial launch-readiness actviies.

I Augast 2022, we ansounced the enrollment of our first patien i the Ersa ralstying T3 for the treatment of MGD. We expect o report opline dataduring the second half of
2.

In March 2021, we execused the China Out-License with LianBio, graning exclusive commercialrights 10 TP-03 fo th treatment of Demodex blepharis and MGD within the China
Temiory.In November 2022, LianBio announced the dosing o thir firs paient i the TP-03 Phase 3 LIBRA pivotal ral in Chinese patiens for the treatment of Demodex blepharits to support
regulatory approval in China.
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“To date, we received comtractual cash proceeds from LianBio totaling S80.0 millon, representing initial consideration of $15.0 million and 65,0 millon for the achievement of pecified
milestone events. We also received equiy in LianBio as part of our China Out-License,  portion of which remains subject 0 a China-based regulatory vesting provision.

We arefurther eligile o receive:

* China-based development milestones taling 5250 millin (includes 52.5 millon fo a milestone tiggered in February 2023).
« Sales threshold milestones inthe China Terriory toralng $100.0 million and
- Tiered low-io-high teen royaties on the et saies of TP-03 within the China Territory.

TP-04 Rosacea, Galatea Trial-
n March 2023, we initited the Golatea il a Phase 2a ial evaluating TP-04,  novel gel formulation of lotlaner, fo the reatment of rosacea.
‘TP-05 Lyme Disease. Callisto and Carpo Trials:

In December 2022, we announced positive topline resutsfrom the completed Phase 1 Callsto ial and enrollment o th frst patien i the Phase 22 Carpo ral. The Caliso and Carpo trials
are designed to evaluate TP-05, a novelinvestgative oral, non-vacine pharmacological prophylactic for the potental revention of Lyme diseas. The Callsto Phase 1 tial was  randomized,
doubl-blin, single and muliple-ascending dose rialtha evaluated th safety,tolerabliy, and PK of TP-05 in healihy subjects. Results from the ral showed that TP-05 was welltlerated with n0
dose-related o drug:related serious dverse evens. Pharmacokinetc daa from the rial demonstated rapi absorpion and an extended half-Jife of TP-05 tha potentaly support a converient oral
therapy regimen, supporting s potential 2 2 rapid onset, prophylaciic therapy for Lyme disease. Addidonally, exploratory ex-vivo tick kill modeling utilizing a serum from TP-05 treated subjects
‘demonstrated potent, rapid killng of acult and nymph tics. The Carpo tril, evaluating TP-05 fo the potential prevention of Lyme disease in humans, is  randomized, double-blind trial that vl
evaluate th efficacy of TP-05 n killng 1ab grown, non-disease carying tcks afte they have atached 0 the skin of healhy volunteers, as well a confirm the safety, oleabilty and blood
‘conceniration of TP-05. We expect toreport topline data from the Phase 23 Carpo ral during the second half of 2023.

‘We believe TP-05 s currenty the only non-vaccine,drug:based, prophylaxs in development tha target e tcks, and potenially prevents Lyme disease transmission. It s designed to
rapidly and durably provide systemic blood leves o ltilaner potendally suffcient o kil nfecte tcks atached 1o the human body before they can ransmitthe Borrela bacteria that causes Lyme
disesse

‘Ceedit Facilty with Hercules Capital and Silicon Valley Bank:

On February 2, 2022 we executed the Credit Facilty Hercules Capital and SVB. On January 5, 2023, the Company entered o an amendment 0 the loan and securty agreement, which set
‘maximum inteestrte, and updated th terms of prepayment under the Credit Faclity and other certain specfic conditons (se Note 10).

As of December 31, 2022, the Credit Facilty provides for a remainiag aggregate principal amount of up to $135.0 millin, with ranched availability a follows: $25.0 million upoa NDA
‘submission of TP-03, $35.0 millon upon FDA approval of TP-03, and §75.0 million upon achievement of certan revenue thesholds and ather conditons. On March 15, 2023, we made 2 $5.0
millon draw incloding SVB's commitment of $1.25 millon)from the $25.0 millon tranche tht became avalable upon submission of the NDA.

‘Capitaldraws, at our election, are i §5.0 millon increments. This credi acliy includes a four-yea itesest only perod and is extendable 0 five years upon meeting certain conditions.
There i no wanrant coverage o the lenders. .

Eollow-On Public Offering:
In May 2022, we completed  follow-on public offering under our effective Form 5-3 shelfregistrtion satement thoughan inital underwritten sal of 5,600,000 shares of common stock at

 price of $13.50 per share (he “Follow-On Public Offering”). We also granted the underwritrs a 30-day option o purchase up o 840,000 aklional shares of common stock at the public offering|
price, lessdiscounts and commissions. I June 2022, the underwritrs partally exercised his option by purchasing an additional 289,832 shares of common stock at $13.50 per shre.

o
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After giving effect 1 the exercise of the underwriers” option, the total number of shaes of our common stock sold inthe Follow-On Public Offeing was 5,889,832 shares which resulted
intoal gross proceeds of $79.5 million before underwritng discounts, commissions and other esimated offering expenses for t0tal net proceeds of §74.3 million.

Impact of the COVID-19 Pandemic on our Operations.

Effort to contain the spread of COVID-19 in the U.S. (inclading in Califormia where our corporate headquarters and laboratory faclity are located) and other countres have included
quarantines, shelte-in-place orders, and various other govermiment retrictons i order o control the spresd of ths vis.

‘We have been careflly monitoring the COVID-19 pandernic as it continues o progress and ts potential impact on our business. We have taken importantsieps to ensure the workplace.
safety of our employees when working within our aboratory and adminisirative office, or when traveling to ourclinicl rial sites. We have also implemented a vaccination palicy and we may ake
further actions as may be required by federa, state o local authorites.

“To dte, we have been able o continue our key business activties and advance our clinical programs. However, i th futue, it is posibl tha our cliical development timelies and
businessplans could be adversely afected. We maintin regular communication with our vendors and clinicalsites o appropriately planfor, and mitigat, the impact of the COVID-19 pandermic on
‘our opertions. Specifically forour Phase 3 Saturn-2 rial, we have insttted various protocolsfor our sites, ncluding increasing heahh screening ofindividuals and providing enbanced

‘communication and training to affregarding COVID-19. Howeer, the ulimat effect rom this pandemic on our development timelines for TP-03 and our other product candidstesis inberendly
uncertain.

‘e the secion tiled Risk Factorsinthis repor fo a further discussion of te potential adverse impact of COVID-19 0n our business, reslts of operaions and financia condition.
Corporate and Financial Overview

‘We were incorporated as  Delaware corporation in Novermber 2016, and our headquarters s located n Irvine, Califonia. Since our inception, we have devosed substantially all of our
resources to organizing and stafing our company, acquiring intllectual property, clnical development o our product candidates, building our esearch and development capabilties, raising capital,
and enhancing ous corporate nfrastructure.

“To date we have financed our operations through private placemens of preferre stock, convertible promissory notes, th net proceeds from issuance of common stock i our IPO and
Follow-On Public Offering. cash proceeds from our China Out-License, and draw-downs from our Creit Faciliy.

‘We have incurred sgnificant net operating loses i every year ince our inception and expect 1o continue t incur significant operating expenses and, other tha the effect of licene fee:
revenue and collaboration revenue from the China Out.License,increasing operatng losss fo the foresecable future. Our net loss was $62.1 milion and $13.8 million for the years ended
December 31, 2022 and 2021, respectively. Ou netlosses may fluctuate signficandy from quarte to quarer and year 1o year and could be substantial. We anticipate that our operating expenses will
increase significantly a5 we:

+ seek regulatory approvals for TP-03 and other product candidates that successflly complete clinical developmen,if any;

+ advance the clinical development of TP-03 for the reatment of MG, TP-04 for the potental treatment of osaces and TP-05 forpotential Lyme prophylaxis:

« establish our own sles force i the U.S. o commercialize TP-03 upon regulatory approval and our ocher productsfor which we obtain such approvals;

+ engage with contract manufactrers to ensure  suffcient supply chain capacity to provide commercial quantites of any prodicts for which we may obtain marketing approval:

~ maintain, expand and protect ou intellectual popenty portolio;

» hire aditonal staf, including clinical, scientfc, techaica, regulatory, marketing, operations, financial, and other support personsel, o execue our business plan; and.





image97.png
« addinformation systems and personnel to support our product development and potentil future commercialzation effots, and 0 enable us (0 operate a5 3 public company.

W do ot et have revenve fromprduc sles. Ou eporterevenve within cense s an colsbocation evenue i o aue China OutLiceses we expect 0 report adiioal revenve
underthesecapons i fure peiods.

W d ot expct 0 gemerte revenoes from prodoct sl s nd i e succesflly compee el deselopement nd b eglstory spprval fo  rodact candidte nd
commercaly aunch such prduct. Uil uch ime 25 e ca generae sigifican evenue from podoct sl and achieve profabiy i ever,we xpect o fnanc o opratios Goughprivte o
public ety o bt finncings,or cllboations, Ssegic lances, o censing Tangements with i partie. Adequse undin sy ot b avallbi 0 us e needed o accetable terms, o
atall. If we raise additional funds through collaborations, strategic alliances, or licensing arrangements with third parties, we may have to relinquish valuable rights to our intellectual property, future
e e, s progres o product cndites o cerses o s ha ot e avorble s I we s e 7 aitionlcaptal o ere n uch geements s 3.
‘when neded,w could b forced o sgnificanly delay,sai back, o iscontinue ur roduc development andorcommercilzaon plans, which would egaively nd adversely afetou inancil
conditon.

Because ofthe e sk ad uncetimiesssocsted it drg e developmen,w e unsbl 0 sccurstely predict he i o ot of ncreaseexpenses o wher o -
e will e abe 0 achiev o mainai profabily. Even f e e abe > generae revenue from product s, we may not ecome pofabe. 1 we il 0 become profible o re unabe (0 st
profiability on a contining bss then we may be uable 0 continue ur opertons a laned eves.

‘As of December 31, 2022, our aggregate cash, cash equivalents and marketable securities was $217.0 million — see “Liquidiy and Capital Resources.”

‘Components of our Results of Operations
License Fees and Collaboration Revenue

‘We recogrize licens fees and collsboration revenue as identfed performance obligation are satsfied or other events occu, specifically related t () TP-03 pivotal il completion and the
delivery of associated clnicaldata and reports o our license, (i) achievement of cerain cinical and regulatoy events i the Chia Teriory, (i) milestone achieverment of  drug supply agreemen
execution, and (v) oyalties and milstones from our licensec's product sles of TP-03 inthe China Teriory.
Cost of License Fees and Collaboration Revenue:

Cost o icense fees and collaboration revenue includes i) the proportion of expense recogaized under the terms o the China Out-License payable under the terms of our in-license:
agreement for lolaner, and (i) valuation adjusimentstothe equity wartants and LianBio common stock fo the potion contracually due under our January 2019 in-license agreement.

‘Research and Developmen Expenses
Research and development expenses consist of expenses incurred in connection with th development of our product candidates, ncluding:
» fees paid 0 hir parties o condict cetan research and development activites on our behal,incluing under agreements with CROS;
* payments under licensing agreemens, such as ur upfront in-license fee fo lotilaner;
oo o sl oyl el e e (i stk competion s i) o el g b sech o desopmet

+ costs related 0 compliance with clinical regulatory requirements;
» costsof procuring drug product foruse n our preclinical studies and clinical rials; and.
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« faciltes expenses, which include direct and allocated expenses for rent of our laboratory.

‘We expense both nternal and extemal research and development expenses as incurred or s cetain uplront or milestone payments become contractualy due t licensors upon.
achievement of clincal o regultory events. We recognize external research and development costs based 0n an evaluation of the pogess-(o-completion of (1) speific tasks performed or
deliverables provided by CROS and CMOs and () patientvisis for dosing or ocher follow-up. To esimate period expense for recogition, we use information provided 0 us by our service providers
andt we the apply the corresponding feeschedule

‘We rack our exteral reearch and development expenses 00 program:by-program bas's, such asfees paid to CROS, CMOS, and research Laboratoiesin connecton with ur pre-clinical
development, pocess development, manufacturing and clinicaldevelopment activities. However, we do not curently track employe time on a program-by-program basis. Forthe years ended
December 31, 2022 and 2021, the vast majority of our externl and iternal research and development expenses are atributable o our TP-03 program for Demodex blepharis.

‘We expect our esearch and development expenses 1o ncrease substantally in the fture,as we seek to initate and progress addiionalclinical rias for our product candidates, including
“TP-03 for the potential treatment of MGD, TP-04 for the poential treatment of rosacea, and TP-05 for potential Lyme prophylaxis. We expect to complete our lincal programs for these product
‘candidates, and 25 approprite, pursue regulatory approval and prepare for the possible commercalization for each.

General and Administrative Expenses.

Generaland administrative expenses consist of personnel.relaed costs inclding payroll benefts, and stock based compensation for our executive, inance, sales and marketing, and
other adminisirative functions. Other general and adminitzative expensesinclude sales and marketing cots @ support our anticipated commercial aunch, consaliingfees,legal services,rent and
other faciliiescosts, and other general operaing expenses not otherwise classified a research and development expenses.

‘We expect tha our general and administrtive expenses will increase substantally in the fure a5 rsult of xpanding our operations, ncluding hiring personnel, preparing for potental
‘commercialzation of our poduct candidates, and additional facilt occupancy costs, as wel various incremenal cuss associted with being.a public company (including increased legal and
‘accounting fee, regulatory costs associated ith maintaining compliance with the rules of the Nasdaq Stock Market and SEC regultions,investor reation actvitie, directors and offcerslsbilicy
insurance premiums, and other accompanying compliance and govemance costs).

Other Income (Expense), Net

Ouber income (expense),net primarily consists of (i) interest income earmed on our cash, cash equivalens, and marketable securite, (i) nterst expense o the Credit Facility execured
in February 2022, and () the change in estimated faie value ofthe LianBio equity wartants and LianBio common stock we received as partof our China Out-License in March 2021.

Income Tax Beneft (Provision)

‘Since our inception, we have o recorded any U.S. federal or stae income tax benefis for the net operating losses we have incurre in each year, o for ur earned research and
development tax credis, dve t our uncerainty ofreaizing a benefit from either. As a resulf of the Tax Cuts and Jobs Act of 2017, et operaing losss (for U.S. income tax purposes) generated prio
0 December 31, 2017 can be carried forward for up 10 20 years, wilenet operating losses generated after December 31, 2017 can be carried forward indefnitel, bt are limited to 80% utilization
against taxable income. Our Califoria net operating losses ill begin o expire in 2037. The federalresesrch and development tax credis begint0 expie in 2040 unless previously utilized, and the
California credit carryforwards are available indefniely.
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Results of Operations.
‘Comparison of the Years Ended December 31, 2022 and 2021
‘The following table summarizes our resusof operatons fo the periods indicted:
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License Fees and Collaboration Revenue

License fees and collaboration revene was $25.8 million for the year ended December 31, 2022. This amount representsthe contractualilestones achieved o allocated under the China
Ot License tha have been fully or pataly completed by December 31, 2022. These allocated amounts represented the satsfacton of the ransfr of lcense rights to LianBio and the completion of
performance obligations.

|

‘We will recognize additiona license fes and collaboration revenue to the exten othe events occur,specifcaly related to (1) milestone achievement of a drug supply agreemment
execution, (i) milestone achievement f regulatory events i the China Teritory, and (i) roalties and milestones from our icensee's product sales of TP-03 inthe China Territory.

Cost o License Fees and Collaboration Revenue:

Cost of license fees and collaboraton revenue was S1.0 millon for theyear ended December 31, 2022. This amount elaes 1 our contractal payment obligations t Elanco, in proporion
0 our ecogized license fee and collaboration revenve inthe same period.

Research and Development Expenses

Research and development expenses increased by S0.9 milionfor the year ended December 31, 2022 compare 0 the year ended December 31, 2021. The increase was primarily due o
7.3 million of increase payroll and personnel-elaed costs(including tock-based compensation) for 32 employee additionyear-over-year 1o drive our product development iniatives, (i) S1.0
‘millon ofincreased regulatry and consulting,costsrelated 10 our NDA fillng for TP-03, (i) 05 millon of licensing milestone expense upon enrollment of the ist patient i the fist Phase 22
Carpo wial o the reatment of Lyme disease in December 2022, and (v) $0.3 mllion of inceased product manufacturing and formulation costs. These increases were parially offset by S0.8 millon
of decreased clnical expenses primarily relced t the completion o our Saturn-2 wial during e first balf of 2022, and other non-recurring contractal coss in the pror year perod incloing () a-
poyment in March
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2021 theough th issuance of 187,500 shares of our common stock (then valued a $5.5 millon 1 extend the period of our All Human Uses Elanco Agreement), and (1) a paymen of $2.0 million
‘under the Eye and Derm Elanco Agreement for the commencement of our Satun-2 tral.

General and Administrative Expenses.

Generaland administrative expenses ncreased by $19.6 millon for the year ended December 31, 2022 compared t© the year ended December 31, 2021, The increase was primarily due (o
)$10.4 millon ofincreased payrall and personnel-rlated costs including stock-based compensation) for 19 employee additions year-over-year (0 support our business growth and
‘commercializaion effot, () $9.7 millon ofincreased commercial and market research costs s we continue our commercial expansion and prepare fo the potetial Launch of TP-03 n the second.
half of 2023, and (i) 0.4 millon of incressed IT applicaion expenses to support the continued growth and expansion of our corporate inrastructure. These increases were partally offset by SL0
‘millon of decreased professional and lega fees. We expect sales and marketing headcount and associated vendor spend to meaningfully increase during 2023 as artof ous TP-03 commerciallaunch-
related activiies.

Other Income (Expense), Net

(Ocher income (expense),net increased 52.2 millon for the year ended Decerber 31, 2022. The increase primarly consists of () 3.5 millon of increased interest income eared 0n our
cash, cash equivalents and marketable securite, (i) S0 millon change i estimated fair value of the LianBio equiy warrants we received as part of our China Out-License in March 2021, and (i)
0.3 million change in air value o the LianBio common siok (afer our exrcise of th irst and second warrant ranches). These increases were partally offset by S2.2 millionof nterest expense on
the Credit Facility execoted in February 2022.

P———
‘Sources of Liquidity
Overview

As of December 31, 2022, we had cash, cash equivalents and marketable securites of $217.0 millon. Since our inception, our operations have been substantially financed by cash
proceeds of private placements f prefered stock, PO proceeds from the issuance of common stock, China Out-License consideraton, Credit Failty dravw, an the Follow-On Public Offering of
‘common stock.

1PO and Follow-0n Public Offering.

In connection with our October 2020 IPO, we sod 6,325,000 shares of our common stock (inclusive ofthe full exercise of the underwritrs opion 0 purchase 825,000 shares of common.
stock). After deducting underwriting discounts, comaissions and othr related expenses, ur IPO proceeds were $91.7 millon. n May 2022, we completed the Follow-On Pubic Offering. We also
‘sranted the underwritrs a 30-day option o purchase up o 840,000 adiional share of common stck at the public offering price,less underwriing discounts and commissions. In June 2022, the
‘underwriters patally exercise thei option t purchase an additional 289,82 shares of common stock at the offering price of $13.50 per share before underwriting discounts and commissions. After
giving effect 0 the exercie of the underwritrs” option, we sold 5,889,832 shares fo total gross proceeds of $75.5 millon, before underwriting discounss, commissions and other estimated offeing.
expenses for total et proceeds received of $74 3 millon.

China Out License:
As of December 31, 2022, we have rceived $80.0 million of ol proceeds in conection with our China Out-License, nclusive of 2022 millstone receipts of $25.0 millon for the

achievement of two development milestones. We expect 1 receive an addiional $5.0 million during; 2023 for the achievement of a development milestone, for cumulative milestone recepts o $85.0

‘millon through Decemmber 2023. The remaining $120.0 millon of avalable milestones under tis arrangement will poentially be received upon future regulatory and sales achievements all withi the

China Terrory.

Credit Faciliy

In February 2022, we drew $20.0 milionfrom our Credit Facility with Hercules and SVB. Capital draws, ot ur election, are in 5.0 million increments. This Credit Facilty was amended
i January 2023, The Credit Faclt, 2 amended.
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includes an extended period 0 draw down the tranche associated with the NDA subimision, from March 15, 2023 to March 15, 2024 provided a least 5 millon is drawn on o before March 15,
2023 and at least an aditonal 55 millon s drawn o0 or before September 15, 2023. On March 15, 2023 we made a 5.0 million draw (including SVB's commitment of $1.25 million) from the $25.0
millon ranche associated with the NDA submission of TP-03. This Credit Facilt includes a four-year peiod of ntrest-only payments and s extendable for a fifth year 0 February 2027 maturky,
‘upon our expected achievement of required conditions. We currently have no other financing commitments, such s ines of crdit or guarantees.

A ofthe date of thisfiling, we have 130.0 million of remaining tranched availabilty as follows:

+$20.0 millon upon the NDA submission of TP-03 in Septeraber 2022;
-535.0 million upon FDA approval of TP-03;
$50.0 million upon achievernent of certain quarerly revene thesholds; and
+525.0 millon available with lender approval.

unding Requirements
Cash Rumeay

Our operating expenditures currenily consistofresearch and development cost (ncluding actvitieswithin our precinicl,clinica, regulaory, and drug manufacturing iniiatives) and
‘genersl and administrative costs. Our use of cash s impacted by the timing and extent of paymens for each of these activties and other business requiremens.

‘We believ tha our cash and investments of $217.0 millon as of Decembe 31, 2022 i sufficien o fund our current and planned operations for atleat the next twelve mots from the
date of filng this Annual Reporton Form 10-K_These funds, in combination with our expected milestone proceeds through 2025 from our China Out-License of $20.0 million (55 million of which is
expected 1 be received during 2023), and total draws from our Credit Fcilty of $60.0 mllion or les, are anticipated t fuly fund our planned requirements or commercial Launch, pipeline
development, operting expenses, and capital experxitures a east into the second haf of 2026. We anticipate having a east $60.0 million o availbiltyfor new draws under our Credit Faclity by
December 2023 an $750 million of aditonal ranched avaiabilit through Decermber 2024. The Credi Facility requirs interet-only debe sevice paymments tha are expected 1o remain through its
‘maturity in February 2027 and i remaining ranches are subjec 0 undrawn expiry in ether March 2024 or December 2024 (s Note 10).

Our cash rumeay estimate i predicated on current assumpeios for uture revenve, operating expenses, and debt avalablit and may reqire fuure adjustments. Accordingly, we may be
required t aise addiional capta ealier than we currently expect based on our cash requirements and market dynarmics.

‘Shelf Registration Satement
(On November 1, 2021, we filed ashelf registration statement on Form S-3 that was declared effectiv by the SEC o November 5, 2021 (he “Shelf Regisraton Statement), which

‘permitied us o offe up to $300.0 million of common stock, preferred sock, debt securiies and warranssin one or more offerings and in any combination including n unis from time t0 time. We

have approximately 5220 millon remaining under our Shelf Regisration Statement, afer giving effect  the Follow-On Public Offerng (but inclusive of the sales agreement prospectus described

below). Our Shelf Regisraion Statemen intended to provide us with additonal flexibility 10 access capital markets fo general corporate expenses and acquisions of complementry products,
technologies, or businesses. We completed the Follow-On Public Offering under this Shef Regisration Statemers.

‘Also,as patofthis Shelf Registration Statement, we concurrenly filed a sales agreement prospectus covering the sale of up t0 $100.0 million of our common stock pursuant 0.an Open
Market Sale Agreement™ (the *ATM Agreement”) with Jefferies LLC. Through the date of this flng, we have nocsold amy shares of our common stock under the ATM Agreemens.
Other Liquidiy Risks

“To dae, we have not generated revenve from any product sales, though we have recogize revenue and cash recepes from ou China Out-License. We do not expect 1 report any.
product revenue uniess and until we (1) complece developmentof any of o product candidaes; (2) obain applicabl regulatory approvals; an then (3) successflly commercialze our product
‘candidatesor enter nto oher collaborative agreementsfor our poduct candidates with third parties. We do not know with cerainty when,or i, any of these tems will kimately occur.
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‘We expect 1o incursignficant operating loses fo th foreseeable future, and for these lossesto further increase, as we expand our clinical development programs and as we prepare for

the potential commercial Lauanch of TP-03. We may also encouner unforeseen expenses, diffcultes, complications, delays and oher currenly unknown factors that could adversely affectour

business.

ncluding:

‘We may require additional capital o flly develop our product candidates and to execue our business tategy. Our requirements of a future capta aise il depend on many facors,

the scope, iming. ateof progress and costs of ur drug discovery effors, peclinical development actvities,laboratorytesing and clinical wials for our product candidates;
the number and scope o clinical programs we decid to pursue:

the cos, timing and outcome of preparing for and undergoing regulatory review o our product candidates;

the scope and costsof development and commercial manufacturing activiies;

the costand timing associated with commercializing our product candidates, f they receive marketing approval:

the amount of revenue, f any, received from commercial sales of our product candidates, should any of our product candidates eceive marketing approval;

the achievement of milestones or occurmence of other developments that rigger payments under any collaboration agreements we might have at such time and availability o our Credit
Facility;

the extent 10 which we acquire or in-license other product candidates and technologies;
the costs of preparing,filing and prosecuting patent applications, maintaining and enforcing our intellectual propertyrights and defending itellectual propety-related clims;
our ability 1 establish and maiatain collaborations on avorabl terms, if at all

our effots to enhance operatioal systems and our abilty t0 atrac, hire and retain qualified personnel,including personmel to support th development of our product candidates and,
ultimately, the sale of our products, fllowing FDA approval:

‘our implementaton of various computerized information systems;
impact of healthepidemics, ncluding COVID-19, on our clinical developmen or operatons; and
the costs associated with being a public company.

A change inthe outcome of any of these or other variables with respect 0 the development f any of our poduct candidates could sigaficantly change the coss and timing associated

it the development of that product candidate. Furthertore, our operaing plans may change in the future, and we will continue (0 equire additonal capita to meet operational needs and capital
requirements associated with such operating plans. If we aise additional funds by issing equity securiie, ou stockholders may experience diution. Any future debt financing 1o which we enter
‘may impose upon s additional covenants thtresrict our operations,inluding limitations on our abiliy o ncur iens o additional debt, pay dividends, repurchase our common stock, make cerain
imvestmenss or engage i certain merger, consoldation o ssset ale transactions. Any debe financing, o sclitionsl equity that we aise may containterms that are not favorable o us o our
stockholders.

‘Adequate funding may notbe available  us on acceptable terms o at all.Our potential inabiliy o aise capital when needed could have a negative impact on ourfinancial condition and

ourability 1 pursue our business sraegies. I we are unable o aise additional funds 2 required, we may need 0 delay; rduce,or terminate some o al development programs and clinical rials. We
‘may aiso be required to sell o lcense oue rights to product candidatesin certain eritories o ndications that we would otherwise prelr 0 develop and commercalize ourselves I we are required o
enter into collaborations and othr arrangements to address our liquidity needs, we may have o give up certan rights thtlmit our abilty to develop and commerciaize our product candidates or
‘may have ober tenms that are not favorable 10 us or ur stockbolders, which could
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‘marerially and adversely afect our business and financial prospects. See th secton of this Anmual Report on Form 10-K tled “Risk Factors” for additional isks associated with our substantial
capita requirements.

Contractual Obligations and Commitments

‘We have entered ino arrangerments that contractualy obligate s to make payments that wil affect our lquidity and cash flows in future peiods. Such arangerments include those related.
0 the contractul obligations described below:

Lease Commitments

Our operating lease commitments reflectpayments due for our active lease agreementsin Irvine, Califoria, for djacent office and aboratory suites which expire on January 31, 2024,
with a renewal option for a term o thee years. As of December 31, 2022, our contractual commitmenss fo our leases were $0.9 million, which will be paid over the lease term.

Purchase Obligations
‘We entercontracts i the normal course of business with CROS for our clinical trals and CMOS fo contract manufacruring acivities. As of December 31, 2022, our contractual
‘commitaments for such oblgations were $10.8 millon. We alo enter contracts with contract manufacturers for pre-clinical and clinicl drug supply,regulatory consultants and various other vendors in

‘operating our business. These contract generally provide for ermination provisions with nocice.
Milestone Obligations

Milestone obligation are contingent upon our chievementof specified development,regulatory and sales milestones. Given the unprediciability ofthe drug development process, andthe
infeasibilit of predicting the success of current and future clnical rals an the timing of chieverment (if at all of sales milestones,thes values assume tht all developmen, regulatory, and sales
‘milestones under our Eye and Derm Elanco Agreement and All Human Uses Elanco Agreement are successfully met. Assuming the milestones are met, the oGl future expected payment value.
agaregates $158.0 millon.
‘Summary Statement of Cash Flows

“The following table set forth the primary sources and uses of cash and cash equivalents for each of the periods presented below:

Sese Ended
December 31,
Net o (e in) provided by:
Operatin acviies
Invesing aciviies
Financing scivies

Net Cash (Used in) Provided by Operating Actvities

Net cash use n operating activites was $49.0 millon for the year ended December 31, 2022, which primarly consisted of our net loss of $62.1 million paraly offset by stock-based.
‘compensation of $13.5 millon. Inthe curren year, our cash payments 10 vendors for our operating activites toaled 553.4 million and payroll-related cash payments (incusive of 2021 bonus payouts)
saled $19.1 million. In adition, we made payments o Elanco of $1.5 millon for future TP-0 and TP-05 licensing milestones (see Note &(b)). These cash payments were partally offet by S25.0
‘millon of cash received (of the $25.8 millon recognized in revenve during 2022) in connection with the China Out-License ransaction.

Net cash provided by operating actvities was $3.7 millon for the year ended December 31, 2021, which was primarly atributable 1o $55.0 millon of cash (ofthe $57.0 million
recogaized in revenue during 2021) i connection withthe China Out-License transaction. This cash provided by operating activities was parially offset by cash payments o vendors toaling S42.5
‘millon for our operating actviies and payrol-related cash paymenss (inclusive of 2020 bonus payous) otaling 9.4 millon. In adiion, we made contracrual paymentsof $4.5 millon to Elanco
(see Note 8b)).
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Net Cash Used in Investing Actvities

Net cash used in investing actvities was $144.6 millon fo the year ended December 31, 202, and primarly elaes 0 $149.4 millon of purchased marketable securites and $0.5 million
of purchased ofice equipment and leasehold improvements fo our aboratory and adminitrative office. This cash used in nvesting activities was parially offst by $5.3 millon of poceeds
received from sales of our marketable securitis.

Net cash used in investing actviies was $0.6 millon fortheyear ended December 31, 2021, which consisted of leasehold improvements for our laboraory and adminisizaive offces and
various purchases of computer hardwareSoftware and offce equipment.

Net Cash Provided by Financing Actviies

Net cash provided by financing actvities was $94.0 million for the year ended December 31, 202 which consisted primarily o () $74.4 million of net proceeds from the ssuance of
‘common sock in our Follow-On Pubic Offering () $20.0 millon of proceeds from our Credit Fcilty, partally ofset by S0.9 million of ssuance costs, () $0.5 millon of poceeds from our
‘employee tock purchase plan, and (v) $0.1 millon of proceeds rom the exercie of vested employee stock options.

Net cash provided by financing actviies was S21 thousand for the year ended December 31, 2021 which consisted of () $0.2 mllion of proceeds from our employee stock purchase plan,
‘an (i) 0.1 millon of proceeds from the exercise of vested employee stock optons. These increasesin cash were patally affset by payments of $0.3 millon related 10 the deferrd offeing costs
‘associated with our Shelf Regisiration Sttement filed on November 1, 2021

Critical Accounting Policies, Signficant Judgments and Use of Estimates

Our management’s discusion and analysis o fisancial condition and results of perationsis based on our inancialstatements, which have been prepared in accordance with ULS.
‘genecaly accepted accountng principles ("GAAP"). The preparation of these inancial statementsrequires s o make estimates and assumpions that ffect the reported amounts of assets and.
Hiabilites and the disclosure of contingent assets and labiliies  the date of the inancial statements, as wel s the reported experses ncurred daring th reporting periods. Our estimates are based on
ourhisorical experience and on various other factors that we believe are reasonable under the circumstances, the esults of which for the basis for making judgments about the carrying value of
‘assets and labliie that are not readily apparent from other sources. Actval reults may differ materialy rom these estimates under differen assumpions or conditons.

‘While oursignficant accounting policies are describe n the notes o our financialsatements also incuded i this Amnual Report on Form 10-K, we believe these ritcal accounting
policies are the most important to understanding and evaluating ourreported fnancial resuls.

‘Revenue Recognition for Out-License Arrangements.
Overview

‘We currendy only have the China Ou-License arrangement that allows a icensee to market our TP-03 product (represeniing functionalintellectual propert) i cerain teritories for
cerain fieldof use and for asated term. The accounting and reportng of revenue for ot lcense arrangements requies significan judgiment for (2) ientifcation of performance obligations within
the contract, () the contracts transaction price fo allocation 0 the idenified performance obligations (including variable consideraton) (€) the sand-alone sellng price for ach identified
performance oblgation, and (d) the timing and amount of evene recognition i each period.

“The China Out-License arangement was analyzed under GAAP 1o determine whether the promised goods o services are distinct or must be accounted fo as artof a combined
performance obligation. In making these asessments, we consider factorssuch as the stage of development of the underlying intelectual property and the capsbiltesof the customer to develop the.
incelectual property on their own, andior whether the required expertse i reaily available. I the lcense is not distinct, the cense is combine with ather promised goods o services 5 3 combined
performance oblgation for revenve recogition.

“The China Out-License arrangement ncluded the ollowing forms of consideraion: () noa-refundable upfrons cash payment, () equiy-based consideration, (i) sales-based royalies,

() sles-based threshold milestones, (1) drg supply agreement milestone, () development milestone payments, and (i) regulatory milestone payments. Revene is ecogaized in proportion to the
allocaed transacion price when (o a5 the respectve performance obligaton i satisfied. We evaluate the
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progres related 0 each milestone at each reporting period an, f necessay, adjusts the probabilty of achievemment and related revenve recogniion. The measure of progress, and thereby periods over
‘which evenue i recogsized, s subject 0 esimaion by management and may change over the course of the agreement.

‘Contractual Terms for Receiptof Payments

A performance obligaton i a pomise i a contract o transfr a disinct good or service and i the unit of accounting. A contrac’ transaction price i allocaed among each distinct
performance oblgation based oo relatve standalone seling price and recognized when, or 5, th applicable performance oblgation i satisfied.

“The contractal terms thatestabish our righ o collectspeeified amounts from our customers and that requie contemporaneous evaluation and documentation under GAAP for the
‘comesponding timing and amount of revenve recogition,are a5 follows:

(1) Upfront License Fees: We esermine whether noefundabe icense fee consideraon i recogaiae at he tine of contrac execution (L. when th icense i ansfered o the
customer and customer s abie o s and benei from th lcense) o ove the acua (or implied)contractual period of the outlicense. We o evaluate whether i has any other requirements
provid substantiv servicsthot ae nseprable fromtheperformance obligaton f th cense ansier t deermine whetherany combind perfomance obligaon issatsfied ove ime ot poat
i ime. Upfron: payments may rquiredeferl ofrevenue recognion to 2 fture perod unti we perform obigations under these arrangements.

(2) Development Milestones: We utilze the most likely amount method o estmate the amount of consideration to which it will e entiled for achievement of development milestones as
these represent variabl consideration. Fo thase payments based on development milestones (.5. patient dosing ina cliical sty o the achievement of siatisically sigaificant clinical resulis). we.
assess the probability that the milesione will be achieved, ncluding ts abliy o conirol th timing or likelihood of achievement, and any associaed revenue consirait. Given th high degree of
uncertainty around the occurrence of these events, we determined the milestone and ocher contingent amounts (0 be constrained until the uncertanty associated with these paymentsis resoived. AU
‘each reporting period, we e-evaluate this associate revenue recogition consirant. Any resuling adjustments are recorded to revenue on  cumalative cach-up basis and reflected in the financial
Statementsinthe perod of adjustment.

(3) Regulatory Milestones: We wilze the most ikely amount method to estimate the consideration to which it will be enid and recognizes revene n the period regulatory approval
‘occurs(th performance obligarion i satisfied) asthese represent variable consideration. Amounts consrained as variable consideraion are included in the transaction price o the extent tht it s
probable that a ignificant reversalin the amount of cumulative revene recogaized will pot occur when the uncerainty associated with the variabie consideration is subsequently resoived. We.
evaluate whether the milestones are considered probable of being reached and nox therwise constrained. Accordingly, due o the inherent uncerainty of achieving regulatory approval, ssociated
‘milestones ae constrined for revenve recogniion until achievement.

(4) Roalties: Under the sales-or-usage-based royalty exception we recognize revene based on the contractual percentage ofthelicensee’ssales of products 1 s customers at the later of
(3 the occurrence ofthe elaed product salesor (i) thedate upon which the performance obligaton to which some or al of the royaly has been allocated has been satsfed or partaly satisied. To
date, we have notrecogrized any royaly revenue from our outlicensing amangements.

(5) Sales Threshold Milestones: Similar to oyaltes, pplying the sales-or-sage-based royalty exception, we recogize revenue from sales threshold milestones at thelater of 1) the.
period th licenee achieves the one-time anmual produc saes levels in ther eriorie for which we are contracually entitld 103 specified lump-sum eceipe, o i) the dae upon which the
performance oblgation  which some o all ofthe milestone has been allocaed has been satsfed or patally saisfie. To date, we have not recogaized any salesthreshold miestone revenue from
outliceasing arangements.

‘We willre-evaluate an outlicense transaction price s determined by us in each reportng period a5 uncertain events are esolved and other changes in circumstances occur.
Research and Development Expenses

Research and development cossare expensed as incurmed or s certain upfront or milesone payments become contractualy due o licnsors upon the achievementof clinical o egulatory
events. Research and development expenses include inermal costs direcly attibutabl toin-development programs, ncluding costsof crtan salaries and ocher employee-relted costs(icluding

stock-based compensation), and costs 0 conduct nonclinical studie, clinical rials and contract manufacturing activites. We accru for these coss based on factrs such as esamates of the work
‘completed and in accordance with agreements escablished with tird-party service providers under the service agreements. As it relates o clinical wials, the
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financial ermsof these conract are subject 10 negotiations which vary fom conrac 0 contact and may resutin payment lows that do oot matchthe periods over which mateias o servicesare
provided under such contracts. Payments made prior o the reciptof £00ds o servicestobe used in research and development arecapitalzed until the goodsor services are received. Such payments
areevaluatedfor curren or long-tenm classification based on when they will be ealized. Our objecive i 0 reflect th appropriae expense i our inancial sttements by matching those expenses

‘i th perod in which the services and effot ae expended. We account forthese expenses accordin 0 the progess of the rial as measured by patient progression and th timing of various
aspectsofthe ral taking ito consideration discussions wih applicable personnel and ovtsde serice providers. I his manner, ou cinical tral accrual s dependent i part wpon the imely and
accurae eporting of progress and efots incurre from CROS, contact manufacturers and other third-paty vendors. Alibough we expect our estimate 0 be materialy consistent with actual amouats
icurred, our understanding o the tatus and timiog,of service performe eltive to th actual tatus an teing of services performee can vary and may resut i our reportng changes in estmates.
in any particular perod. We make sgifcant judgments and etimates in deermining the accred lailis balance t each eporing period. As cual Costs become known, we adjstour ccrued
Hlabilies. To date, there have been 6o materialdiferences between our esimates of such expenses and the amounts actually incurred.

‘Stock-Based Compensation

‘We recognize siock-based compensation expense for equity awards granted t employees, consultanss, nd members of our Board of Directors. The Black-Schales pricing model is used
0 estimate th fair value of stock option awards asof the dateof grant. The fair value of resircted stock units s epresenativ of the clsing share price preceding the date of grant.

For stock-based awards tha vt subject 0 the saisaction o a service requirement the relate expense is recogrized on a siaight line basis over each award's actua or implied vesting.
period. For stock-based awards that vest subjet o 3 performance conditon, we recognize elted expense on an ccelerated atribution method, if and when it concludes that it i highly probsble that
the performance condition wil be achieved. At each reporting period, we eassessthe probabiliy o the achievement of the performance vestng conditons. As applicabl, we reverse previously
recognized expense inthe same period of te foreiture of unvested awards.

“The messurementof the e value of stock-based swardsand recogition of stock-based compersation xpense requires sssumptions b esimted by mansgerment that inolve iherent
‘nceraoes and the applicaion of management judgmen, incling 3) h fai valueof ourcommn tock.on th date of option grant o al awards ganted prio o the 1PO () the expeced erm
ofthe stock option unl s exercise by the ecpient (c) our assumed sock price voltlythough  designsted peer roup of publicly-taded companies or & perod equl 1 the xpected pton
e (d) theprevalng riskfre inerest ae over the expected erm, and (d)any expecteddividend paymenss over the expected tem. fanyofthese assumprions hange, ur sock-based
compensation expense for fturegrants could mateialy difee.

Expected Term — The expected termis calculate using the simplifed method which s usel when there i insufficint historicaldata about exercise patters and post-vesting employmert.
termination behavior. The simplified method is based on the vesting,period and the contractua term for each grant, o foreach vesting-ranche for awards with graded vesting. The mid-poiat
beuween th vesting date and the maximum contractual expiraion date i used asthe expected term under tis method. For awards with multple vesting-tranches, th times from grant il
the mid-poinis for each of the tranches may be averaged to provide an overall expected term.

Expected Volailty - We estimate the volatiity of our common stock on the date o grant based on our designated peer group of publicly-traded companies for a look-back period, as of the
date of grant, that coresponds with the expected term of the awarded stock opion.

Expected Dividend Rate ~ We have an expected dividend yield of ro because we have never paid cash dividends and do not expect 0 fo the foreseeable fuure.

Risk-Free Interest Rote — We estimate th risk-fre iterest rate based upon the U.S. Department of the Treasury yieldsin effect at award grant for a period equang the expected term of the
stock option.
Common Stock Valuations:

Prior o the PO, given the absence of  public trading marke, our Board of Director, with inpot from management, considered mumerous objective and subjective factors to determine the
Fair vl of its common stock. The factors

included: () hirc-pary valuations of our common stock; () o stag of development; (i) th stas of research and development effors; (v)th rights, preferences and privileges of ou preferred
Stock relative to common stock; (¥) our
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‘peraing resuls and financial condition, including ourlevels of aailable copital resources; (i) equity market conditons affecting comparable public companies; (i) general U.S. market condiions;
‘an v the lack of current marketability of our common stock. The assumprions underlying these valuatons represented management’ best estimate, which involved inherent unceraintes and the
application of managemen'sjudgment. As a esul, if we had used different assumprions or estimates,th fair value of our common stock and our stock-base compensation expense could have been
materially differen.

‘Subsequent t the PO, the airvalue of our commn siock s base on the closing quoted marketprice of our common stock as reported by the Nasdaq Global Select Market on the date of
sran.

Recent Accounting Pronouncements

A description of recent accounting pronouncements that may potentially impact ou financial position, results of operations or cash flows i disclosed i the noes 10 which they reate
within our financal statemens.

Inderanification Agreements.
‘As permitted under Delaware law and i accordance with our ylavws, we indemify our officers and directorsfor cetain events or occurrences while th offcer or director i of was

Serving i such capacity. We are lsp pany to indemnification agreements with our oficers and diretors. We believe the fir value ofthe indemificaion ights and agreements is minimal.

‘Accordingly, we have not recorded any lisbiltes for these indemrfication ights and agreements 35 of December 31, 2022.

JOBS Act Accounting Election

“The JOBS Act permits an emergin growth company such 5 s t take advantage of an extended ransition period to comply with new orrevised accountng standards applicable o
public companies. We have irevocably elected 1o 0pt outof thi provision and, s  reul, we will comply with new of revised accounting standards a required when they are adopted.

‘We will remain an emerging growth company unil te earlies o (1) the lastday of our first fiscal year (2 following th ffth anniversary of the completion of our PO, (b) in which we

Bave total anua gross revenues of at least $1.235 billon o () in which we are deemed to be a arge accelerated filer, which means the market value of our common sock that s held by non-
afflaes exceeds $700 millon of the prior June 30th and (2 the date on which we have issued more than $1.0 billon in non-convertible debt securites during the prior thre-year period.
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‘Report of Independent Registered Public Accounting Firm
“To the Stockholders and the Board o Directors of Tarsus Pharmaceuticals, nc.

‘Opinion on the Financial Satements

‘We have audited the accompanying balance sheets of Tarsus Pharmaceuticals, Ic. (the Company) as of December 31, 2022 and 2021, the relaed satements of operations and comprehensive 1oss,
stockholders”equity and cash flows fo each ofthe two years n th period ended December 31, 2022, and the relted notes(collectively refered t0asthe “financal sitements™). In our opinion, the
financial tatements present iy, n all material respects, the financal position of the Company at Decerber 31, 2022 and 2021, and the resukts ofis operaions and s cash flows for each of the two
‘years n theperiod ended December 31, 2022, in conformity with U.S. generally accepted accounting principles.

Basis for Opinion

These financialstatements ae th responsibilt of the Company's mansgement. Our responsibility i to xpress n opinion o the Company'sfinancial statemenss based on our audits. We are 3
public accounting irm registered with the Public Company Accousting Oversight Board (United States) (PCAOB) and are required o be independent with respect tathe Company in accordance with.
the U:S. federal securities Laws an the applicabl rules and regulations of the Securtes and Exchange Commission and the PCAOB.

‘We conducted our sudits in accordance with the standards of the PCAOB. Those standards requie tha w plan and perform the audit o obtan ressonable assurance about whether th financial
Statementsare free of materal missatemen, whether due 0 eror o fraud. The Company is no required 0 have, nor were we engaged (0 perform, an audit of i interal control ver financial
reporting. As part of our audits we are required fo obain an understanding of intemnal control aver financial reporting but no fo the purpose of expressing an opnion on the effectiveness o the
‘Company’s inteml contro over inancial eportng. Accordingly, we express no such opinion.

‘Our auditsincluded performing procedures 0 assess the isks of material missatementofthe financial statemen, whether due 0 eror o raud, and performing procedores that respond (o those.

risks. Such procedures included examining, on a estbass, evidence regarding the amounts and disclosures inthe financial satemens. Our auits also included evaluating the accounting principles
wsed and igificant esimates made by management, a5 wellas evaluating the overall presentaion of the financial satements. We believe that our audits provide a easonable basis for our opnion.

5 Ernst & Young LLP.
‘We have served s the Company’s auditor since 2020.

Irvine, California
March 17,2023
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‘TARSUS PHARMACEUTICALS, INC.

BALANCE SHEETS
(In thousands, except share and par value amounts)
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'SPECIAL NOTE REGARDING FORWARD-LOOKING STATEMENTS
‘This Annual Report on Form 10-K conains forward-looking satements within the meaning of Section 21E of the Securities Exchange Act of 1934, 2s amended (‘Exchange Act”). All

‘sttements ocher than sttements of historical facts contained n this Anual Repart on Form 10-K, incluing satements regarding our future reslts of operations and financial position, business
strategy, product candidate, planned preclinical stuies and clnical rals,resuls of clinicaltials, esearch and development coss, regutory approval, tming and ikelibood of succes, as well as
plans and objectives of management forfutre operations are forward-looking satements. These satements involve known and unknown isks, uncertainties and ther imporian factors that are in
Some cases beyond our control and may cause our actual resukts, performance or achievemments  be maerially different from any future esuls, performance or achievements expressed or implied by
the forward-looking satements. Factors that may cause actua resuls 10 difer from expected reults incude, among otbers:

= our ability 0 obtan regulatory approval and successfully commercialze TP-03 fo th treamen of Demodex blepharis;

~ the likelihood of our liical rals demonstrating safety and eficacy of ou product candidates, an oher posiive resuls;

- the timing and progress o our curren clinical tials and timing of nitation of our future clinica ral, and the reporting of dta from our curent and future iaks;

+ the timing or likelivood of regulatory Filings and approval for our product candidstes;

« our plansrelating 0 the clinical development of our crrent and future product candidates, inclding he size, number and isease areast0 b evaluated:

~ the prevalence of Demodex blephars an the sze of the market opporunity for our product candidates;

«the rate and degree of market acceptance and clinical uilty of our product candidates;

~ our plansrelting 10 commercalzing our product candidates, i approved, incluing sles surategy;

= the impactof health epidemics incuding COVID-19, on our business and operatons;

+ the success of competing therapies that are o may becomme available;

~ our estimatesof the number of patients in the United Staes ("U.S.")or globally. a applicabl, who suffer from Demoderx biepharis, Meibomian Gland Disesse, rosacea, Lyme
disease and malaria an the number of ptiens that il exoll i our clinical tials;

- the beneficial haracterisic,safey, effcacy,therapeutic effects and potental advantages of our product candidates;

= our abiliy to obtain and maintain regulatory approval of ur product candidates and our product candidate to meet existing o fuure regulatory standards;

- our plansrelating 0 the furher development and manufacturing of our product candidates, including additonalindications for which we may pursve;

« our abiliy o dentify aditional products, product candidates o technologies with sgificant commercial potenial that are consisent with our commercial objecives;

+ the expected potential benefits of strategic ollaboration wit third parie (including, for example, the receipt of paymen, achievement and timing of milestones under license:
agreements, and the abilty of our third party collaborators to commercialize our poduct candidates in th teritories under lcense) and our ability 10 attact ollaborators with
development, regulatory and commercialzation expertise;

+ existing regulations and regulatory developments i the U.S. and ober jurisdictions;
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TARSUS PHARMACEUTICALS, INC.

NOTES TO THE FINANCIAL STATEMENTS
(al tabular amounts presented in thousands, except share, per share, per unit, and number of years)

1. DESCRIPTION OF BUSINESS AND PRESENTATION OF FINANCIAL STATEMENTS
Description of Business

Torsus Pharmaceuticas,Inc. (“Tarsus” o the “Company”) is a biopharmaceutical company focused on the development and commercalization o therapeutics,starting with eye care. The
‘Company's opeations currenly consist of it preclinical and cinical studies, corporate adminisration and commercial leadership supporting planned business growh.

Liquidity

“The Company hasa limited operatin histoy, no product sales and has accumulated losses and negtive cash flows from operations since inception. The Company has funded is
inception-to-date operations through equiy capialraises; including the Cormpany’s nitial public offring in 2020 and the follow-on public offring complete in May 2022 (ee Note 4, proceeds
from an outficense agreement, and adraw on it credit faclity. The Company esimates tha it existing capital resources will be sufficient to meet projected operaing expense requirements for at
least 12 monthsfrom the issuance date of the Financial Statements that have been prepared on a going-concern basis.

‘Management expects the Company to continue o incur operating losses or the foreseeable future and may be required o raise additonal capita t fund s ongoing operations. However,
70 assurance can be given a5 to whether financing will be available on tenms acceprable o the Company, r at al. f the Company is unable to raise additional funds as required,it may need to delay,
reduce, orterminate some o llof its development programs and clinical rials. The Company may aso be requied tosel or license isrights 1o product candidates i cerain teitoriesor indications
that t would otberwise prefer 0 develop and commercialize on ts own and.or ener into collaborations an other arrangements 10 adiess is liquidity needs, which could mateialy and adversely
affec it business and inancial prospecs,or even s ability 0 remain a going concen..

Operating Segment

“To date,the Company has operated, managed and organized it business and financial information on an aggregate basis for the purpose of evaluating financial performance and the
allocation of capita and personnel resources. The Company’s chief operating decision-maker (CODM),is Chief Executive Officer, reviews is operating results fo the purpose ofallocating resources
‘and evaluating financial pecformance. Accordingly, the Company’s management determined tht t operates one reporable operating segmen.

‘Emerging Grovwth Company Status

“The Company is an emerging growth company, as defined i the Jumpstart Our Business Startups Actof 2012 (the “JOBS Act’). Under the JOBS Act, emerging growth companies can
delay adopeing new or revised accounting sandards isued subsequent 10 the enactment of the JOBS Act unil such tme as those standards apply 1o private companies. The Company has irrevocably
elected 0 not take this exemption. As a rest it will adope new o revised accounting standards on the relevant effective dates on which adopiion of such standards i required for ober public
‘companies that are not emerging growth companies.

2. SUMMARY OF SIGNIFICANT ACCOUNTING POLICIES AND USE OF ESTIMATES
@ Basisof Presentation

“The accompanying Financial Statements have been prepared in conformity with generall accepted accounting principles (“GAAP") inthe Usited States ("U.S.") and with the rles and
regulations of the Securities and Exchange Comuision (“SEC). The preparaton of inancial statements in conformicy with GAAP and with the rles and regulatons of the SEC requires
‘management to make informed estimates and assumprions that affec the amount reporte in these accompanying Financlal Satements and Notes. These estimates and assumptions are based upon

histrical experience, knowledge of current eveots and various other facors believed t0 be reasonable under the circumstances,th resuls o which form the basis for making judgments about the
‘arying values of asses and liabilities and the recording of expenses thatare
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TARSUS PHARMACEUTICALS, INC.

NOTES TO THE FINANCIAL STATEMENTS
(al tabular amounts presented in thousands, except share, per share, per unit, and number of years)

o readily apparent from othe sources and involve judgments with respec to rumerous factorsthat ae dificult 0 predict and may materally diffe from the amounts ultimately relized and
reported due tothe inherent uncertainty of any estimate o assumption. Actualreslts could differ materiall from those esimates.

‘The Company's financial satements as of and fo th year ended December 31, 2022 eflct the Company'sestimates o the impact of the macroeconomic environment,including the
impact of inflation, higher interet raes,foreign exchange rate fluctuations and the COVID: 19 pandemic. The duration an the scope of these conditions cannot be prediced; herefor, he exient o
‘ehich these conditions willdirecly o indirecty impact the Company's business, results of operations and financial conditon,is uncetai. The Company is pot aware of any specific event or
circumstance that would require an updte o t estimate, jdgments and assumpiions or  revision of the carying value of the Company's asses o labilites 2 of th issuance date o the
‘accompanying Financial tatements.

“The accounting policies and esimates that most ignificantly impact the presented amounts within thse accompanying Financial Statementsare further described below:
(@ Cash and Cash Equivalents

(Cash and cash equivalents conistof bank deposis and higy liquid investmens,incuding money market fund accounts,that ae readly convertbl ino cash without penahy, with
oviginal maturities o three mooths o less rom the purchas date. The carrying amountsreported i the accompany ng Balance Sheets for cash and cash equvalent ae valued at cost, which
approximate thir fair vave.

() Marketable Securites and Long-Term Investments

As of December 31, 2022, marketablesecuriies consist of shor-erm fixed income investments caried at estimated fair value as determined based upon quoted market prices o pricing.
‘models for similar securtes(see Note 7). Management determines the appropriateclassifcaion ofis investments i fixed income securities a the time of purchase. Availabi-for-sale securites are:
clasified as curren asets on the accompanying Balance Sheets due o heir highly iquid natue and availabiliy for usein curent operations.

‘Marketable securtes ae recorded at faie value with unrealized losses and gains reported 25 3 component of accumulated other comprehensive loss within the accompanying Statements.
of Stockbolders” Equity unl realized. The Company periodicaly evaluates whether declnes in fai values of ts available-forsale securiies elow thei book value are othr-thar-temporary. This
evaluation consists of several quaitative and quantitative factors regarding the severty and daration of the unrealized oss as wel s the Company's ability and ntent (o hold the available-for-sale
security until  forecasted recovery occurs. The cost of deb securitesis adjusted for amortization of premiums and accretion of discounts o maturity. Such amortzation and accreion,as well s
interes and dividends, ae included in iteret income. Realized losses and gains as well as credit losses, if any, on marketable securiiesidentified on a specific idenification basis and are included in
other income (expense), et o the accompanying Statements of Operations and Comprehensive Loss. The Company evaluated the underlying credit quality and credit ratings ofthe issvers during the
period. To date, the Company has not idenified any other than temporary declines infair value of is investments and o credit loses associated with credit isk Bave occurted or have been recorded.
Iterest earmed on marketable securiies i included n iterest income within the accompanying Statemen of Operations and Comprebersive Loss.

‘As of December 31, 2021, marketable securites conisted of holdings of LianBio Ophibalmology Limited ("LianBio") common stock. These shares are classified within long-ter
investments on the accompanying Balance Sheet a of December 31, 2022, reflecting the inten t hold thes shares for at least one year rom the balance sheet date, with associaed gains o fosses
reported i other income (expense), net within the accompanying Sttements of Operations and Comprehensive Loss for each reported period.

(@) Fair Value Measurements

Assets and lsbilitesrecorded at fair value o a recuring bass i the balance shees are categorized based upon the levelof udgment associated with the inputs sed to measure theirfair
values. Fir value i defined 2 the exchange price that would be received for an asst o an ext price that would be paid 1 ransfer a labilit i th principal or most advantageous

m





image116.png
TARSUS PHARMACEUTICALS, INC.

NOTES TO THE FINANCIAL STATEMENTS
(al tabular amounts presented in thousands, except share, per share, per unit, and number of years)

‘market for the assec o labiliey i an orderly transaction between market paricipants on the messurement date. Valuation techniques used 0 measure faie value must maximize the use of observable
inputs and minimize the use of unobservable inputs. The authoritarive guidance on far value measurements esablishes a threeier ai value hierarchy for disclosure of ai value measurements a5
follows:

* Level1: Quoted prces (unadjusted) in active markets foridentical assets orlabiliie tht are publicy accessible at the mezsurement date.

= Level 2 Observable prces that are based on inputs not quoted on active markets, but tht are corroborated by marketdata. These inputs may inclide quoted prces for smilar assers or
labilies or quoted market pricesin mrketsthat ae not active to the general public.

* Level 3: Unobservable inputs tha are supported by ltle or no marke activiy and tha are significant t th fair value of the assetsor libiltes.

“The carrying amountsfor inancialintrument consistng of cash, cash equivalents, short-term marketable securiie, loog:term invesiments, accounts payable and accrued lisbiliies
‘approximate fir value due t0the short maturitesfor each. The Company'sequity warrant holdings disclosed as oher assets are carried t far value based on unobservable market inputs (see Note 7).

Assets and lsbiltesare clasified based on the lowest levl o input that s significant (0 the far value measurements. The Company reviews the fai value hierarchy classificaion on a
quarterly basis. Changes in the abiliy o observe valuation inputs may result i a reclassifcation of levels for certain assets or ibiltes within the fair value hierarchy. The Company did not have any
ransfers of assets and ibiltes between th leves o th far value hierarchy during the years presented.

) Property and Equipment, Net

Property and equipment, net are stated a historcal cost less accumulated depreciation. Depreciation i caiculted using th siraight-ine method over the estimated useful lives of the
assets that range from three o five years. Leasehold improvements are amortized o 3 straight-ine bass over the shortr of the remaining lease term o th estimated usefullives of related
improvements The Company evaluates the recoverabilty of i property and equipment, net whenever events or changesin circumstances of the business indicae that the asec’ carying amount
‘may not b recoverable. Recoverability of these asetsis measured by a comparison of the caning amountst0the sum ofthe uture undiscounted cash flows the assets are expected o generate over
the remaining uscful ves of the asses. I  long-ived asse faiks 2 recoverabilitytet, the Company measures the amount by which the canying value of the asset exceeds s fair value. There were 1o
impairments recognized during the years ended Decernber 31, 2022 and 2021

(¥ Concentration of Credit Risk and Other Risks and Uncertainies

Financial instruments that potentialy subject the Company to significant concentrations of credit risk consist primarily of cash, cash equivalents and marketable securites. The Company
‘maintains cash hei in deposit a financial institutions i the U-S. including at Silcon Valley Bank ("SVI"). These deposits are insured by th Federal Deposit Insurance Corparation (FDIC) in an
‘amount up 0 5250,000 for any deposito, and with respect 0 SV ar fuly insured pr recent correspondence from the FDIC. To the exten the Company hoids cash deposis in amounts that exceed
the FDIC insurance limiation, it may incur  los n the event of 2 alure of any of the financial insittions where it mainains deposits. Management believes the Company i 0ot exposed to
Signifcant sk due tothe financial positon ofthe depasitory institution, but il continue to monitor regularly and adjust, if eeded, to mitgate risk. The Company has esablshed guidelines
regarding diversification ofisinvestments and ther maturite, which are designed to maintsn principal and maximize liquidity. To dat, the Company has not experienced any losses asociated with
ehis creditrisk and continues t believetha this exposure i not significant.

) Revenue Recognition for Out-License Arrangements

Overview
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NOTES TO THE FINANCIAL STATEMENTS
(al abular amounts presented i thousands, except share, per share, per unit, and number of years)

“The Company currently has no product revenwe. Reparted revene n the accompanying Statements of Operations and Comprehensive Loss is asociated with one out-icense agreement
(the “China Out.License") that allows thethird-pary licensee 1o market the Company’s TP-03 product candidate(representing functional ntllectual property) i the Peopie’s Repablic of Chins,
Hong Kong, Macay, and Taiwan (the “China Territory”) - see Note 9. The accounting and reportng of revenue for outlicense arrangements requires sigaificant judgment for: () dentificaton of the
‘oumber o performance obligatons within the cootrac, (b)the contrac’ ransaction price for allocation (incloding variable consideration), (€ the stand-alone selling price for each idenified
performance oblgation, and (d)th timing and amount o revenue recogaition in each period.

“The China Out-License was analyzed under GAAP to deermine whether the promised goods or service are disinctor mustbe accounted for a5 partof a combined performance
bligation. In making these assessment, the Company considers factors such s the stage of development of the underlying inellectual property an the capabiltesof the customer to develop the
imtelectual property on theie own, anior whether the require expertse i reaily available. I the license is no distnct, the icense is combined with ather pomised goods o services 5. combined
performance oblgation for revenue recogition.

“The China Out-License arangerent included the following forms of consideration: i) nonrefurdable upfront icenso payment, (i) equity-based consideraton, i) sales-based royaties,
() sales-based threshold milestones,(v) dug supply agreement milestone, (v) development milestone payments, and (i) regultory milestone payments. Revene s ecogaized in proportion 10 the
allocaed transacton price when (or a5 th respective performance obligation is satisfied. The Company evaluatesthe progress elted to each milestone at each reporting period and,if necessary,
adjusts the probability of achievement and elated revenue recogaition. The measure of progress, and thereby periods aver which revene is ecognized,is subjec t estimates by management and
may change over the course of the areemment.

Contractual Terms for Receiptof Payments

A performance obligation i a promise in  contrac o transfer a disinct good or service and i the unit of accounting. A contrac’ transaction price i allocated amoog each disinct
performance oblgation based on relative siandalone seling price and recogrized when, or a5, the applicable performance obligation is stisfied.

“The contractual terms that esablis the Company'sright 0 collectspecifed amounts from i customers and tat require contemporaneous evaluation and documentation under GAAP for
the cortesponding iming and amount of revenue recogition,are s follows:

(1) Upfront License Fees: The Company determines whether non-efundable icense e consideraion is recognized a the time of contract execution (L., when the license is ransferred
0 the customer and the customer is able 0 use and benefit rom the licens) or over the acual (or mplied) contractual period ofthe China Out-License. The Company also evaluates whether it bas
any oher requirements 1o provide substantive servicesthat are inseparable from the performance obligaion ofthe license tranfer o determine whether any combined performance oblgation s
satisfed aver ime orat a point n time. Upfront payments may require deferal of revenue recogition 0 a future period untlthe Company performs oblgations under these arangemens.

@) Development Milesiones: The Company uilizesthe most ikely amount method to estimate the amount of consideraton to which it will be entited for achievement of development.
‘milestones a thes represent variable consideraton. For those paymen based on development miletones (e.2.,patient dosing in aclinicl stdy o the achievementof satiticaly significant clinical
resuls), the Company assesss the probabilit tht the mlestone will b achieved, including it abilty o control the iming o lkelibood of achievement,and any associated revenue constrint. Given
the high degree of uncerainty around the occurrence of these events,the Company determines the milestone and other contingent amounts {0 be consirained ntl the uncertainty associated with these:
payments i reslved. At each reporting peiod, the Company re-valuaes this associated revenue recogition consiraint. Any resultng adjustments are recorded (o revenue on a cumltive catch-up
basis, and reflected inthe financialsatements n the period of adjustment.

(3) Regulatory Milestones: The Company utilizesthe most likely amount method to estimate the consideration 10 which it will be entited and recogizes revenue i the period regulatory
‘approval occurs (the performance obligation s satsfed) as these represent variable consideraton. Amounts constained as variable consideration are included n the
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NOTES TO THE FINANCIAL STATEMENTS
(al tabular amounts presented i thousands, except share, per share, per unit, and number of years)

transaction price tothe extent that it i probable tha a significant reversal i the smountof cumulativerevenue recognized will ot occur when the uncertsnty associated with the varisble
‘consideraion i subsequendly resolved. The Company evaluates whether the milestones ar considered probable of being reached and no otherwise consirained. Accordingly, due o the inberent
uncertaioty of achieving regulatory approva, associated milestones are deemed constrained for evenue recogition undl achieverment.

(4) Ropalies: Under the sales-or-usage-based royalty exception the Company recogaizes revenue based on the contracual percentag o the licensees sale of products o it customers at
the laer of () th occurrence o the related product sales or () the date upon which the performance obligation 1 which some o all ofthe oyalty has been allocated has been satisied or partially
Satsfed. To date,the Company has not recognized any rosaly revenue from the China Out-License.

(5) Soles Threshold Miletones: Simila o royalis, applying he sals-or-usage-based rogalty exception, the Company ecogizesrevenve from sles treshold milestones a h e of
(6 the perid th license achievs the one-ime annusl poduct sals leves in hei teritoris for which the Company s conracualy et t0 2 specified hump-sum recepe, or (i) te dte upon
‘which the performance obligation 0 which some oral o te milestone has been allocate has beensatisfed o patally satisfed.To date, he Company has ot recogized any sales threshoid
st revense from out censing srangerents.

“The Company re-evalustesthe measure of progress to each performance oblgation i each reportng period as uncertin events ae resolved and other changesin circumstances occur.
(i) Rescarch and Development Costs

Research and development costsare expensed as incurred or s certain upfront or milestone payments become contractualy due o licensors upon the achievementof linicalor egulatory
‘events. Research and development expenses include inernal costs directly attbutabl toin-development programs, ncluding costsof cetan salaries and ocher employee-related costs (ncluding
stock based compensation), and costs o conduct nonclinicalstudie, lnical trals and contract manufacturing activites. The Company accrues for these costs based on factorssuch as estimaes of
the work completed and i accordance with agreements esablished with thirdpary service providers underthe service agreements. A it relates to clinical trals,th financial tems of these contracts
are subject 10 negotiations which vary from contract to contract and may result in payment flows that do not match th periods over which materials o services ae provided under such contracts.
Payments made prio o the receiptof goods or servicesto be used in esearch and development are capitalized unil the goods or services are received. Such payments are evalusted for curent o
long:term clssification based on when they will be realized. The Company's abjectve i 0 reflect the appropriate expense in s financil statements by matching those expenses with the period in
‘which the services and effoss are expended. The Company accountsfor these expenses according t the progressof the rial as measured by patient progression and the iming of various aspects of
the wial aking into consideration discussions it applicable personnel and ouside srvice providers. The clinicaltia accrua s dependent i part upon the timely and accurate reporting of progress
‘and effons incured from CROs, contract manufacturers and other third-prty vendors. Alhovgh esimates are expected to be materialy consistent with actual amounts ncured, the Company's
‘understanding of the satus an timing of services performed relative 0 the actua status an timing of services performed can vary and may result in changes i esimates in any partcular period. The
‘Company makessignificant jdgments and estimates i determining the accrued labilties balance at each reporting period. As actual costs become known, the Company adjust it accrued lablities.
To date,there have been no material differences between estimates of such expenses and the amounts actually incurred.

(@0 Stock-Based Compensation

“The Company recognizes stock-based compensation expense for equiy awards granted 1o employees, consultants, and members of ts Board of Disectos. Stock option awards are at an
exercise price of ot less than 100% of te fair market value of common stock on the respective date of grant. The grant date i th datethe terms of the award are formally approved by the
‘Company’s Board of Director or s designee. The Company usesthe Black-Scholes option pricing model o estimate the fair value ofstock option awards 2 ofthe date of grant. T far value of
resiricted sock units i represemative of th clsing market price of the Company's common stock on the date preceding the award grant date.

‘Stock awards granted ypically have one o four-year service conditions and 2 conractual term of 10 years. Any performance conditons for vesting are explicily siated i each award
‘agreement and are associated with clinical, business.

I
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evelopment,or operationalmilestones. For stock-based awards that vest subject 0 the satisaction o a service equiremen, the related expense i recogized on a siraightline basis over exch
‘award’s actual or implied vesting period. Fo stock-based awards that vest subject 10 performance condition, the Company recogaizes relaed expense on an accelerated attribution method,if and
ehen i concludes that it ishighly probable that the performance coniton will e achieved. At each reporting period, the Company reassesses the pobabily of the achievement o the performance
vesting conditions. As applcable,the Company reverses previously recogized expense for unvested awarts in the same period of forfeite.

“The measurement of the fair value of stock option awards and recogition o stock-based compensation expense requires assumptions 0 b estimated by management tht nvoive
inherent uncerainties and the applicaion of managemen's judgrment, incuding () the fai value of the Company’s common stock on the date of the ption grant fo all awards graned prio 1 the
PO, (5)the expected term of the siock opton uni s execise by the recpient, () stock price volatlit over the expected term, (d)the prevailing risk-free interestrate over the expeced term, and
(e) expected dividend payments aver the expected temn.

‘Management estimates the expeced term of awarded stock optons utilzing the simplified method for awards since the Company does notyet have sufficient execise istory since its
‘Novermber 2016 corporate formation and aio lacks specific historical and implied stock volatility information. Accordingly, management estimatesthis expected volatlty based on a designated peer-
‘r0up of publicly.-raded companies or a look-back period ({rom the dte of grant), that corresponds with th expeced term of the awarded stock option. The Company estmatesthe risk-free nterest
rate based upon the U:S. Department ofthe Treasury yield curve i effect at award gran for he time period that coresponds with the expected term of th awarded siock option. The Company's
‘expected dividend yield is zero because it has ever paid cash dividends o does ot expect 1 for the foresceable futre. Subsequent 10 the IPO, the fair value of the Company's comemon stock is
based on the closing quoted market price of s common stock as reported by the Nasdaq Globl Select Market on the date of grant.

%) Income Taxes

Income taxes are accounted fo using the asset and lability method. Deferrd tax asers and lsbiltesar recorded based on the estimted future tax ffects of temporary differences
etween the tax basis of assts and libiltes and amouns reported i th financial tatements,as well as operting losses and tax credit cary forwards using enacted tax rates and laws tht are.
expected i be n effect when th differences are expected toreverse. The effect o deferre tax assets and liabilities of a change in tax ates i recognized inincome i th period of enactment.
Realization of deferrd tax asets i dependent upon future amings, the timing and amaun of which are uncertan du to the Company's istorical perating pesformance and recorded cumulative net
lossesin prior fiscalperiods. A valuaton allowance i recorded to educe defered tax asset, because based upon a weighting of positive and negaive factrs, it i more likely than not that these
defered tax assets will notbe relized. I when the Company were t determie tha defered tax asses are relizabl, an adjustment 10 the corresponding valuarion allowance would incrse the net
income i the perod that such determination was made.

“The Company's income tax recums are based 00 calculatins and assumptions that are subject 0 examination by the Iternal Revence Service and other ax authorites.In addition, the
calculaion of the Company’s tax iabilces involves dealing with uncerainiesin the application of complex tax regulaions. The Company recogaizes iabiltesfor uncertain tax positions based 0n a
wo-step process. The firt step i to evaluate th tax position for recogaition by determining if the weight of availabie evidence indicates that it is more lkely than o tha the position will be
sustained on audi,including resolution of related appeals or Iitigation processes, if ny. The second step s 1o measure the tax benefit as the Larges amount tht is more than 50% likely of being.
realized upon setlement. While the Company believes it has appropriate support fo the positons taken on it ax returs,the Company regularly assesses the pofential outcomes of examinations by
x authorites in determining,the adequacy of ts provision for income taxes. The Company continually assesse the likelihood and amount of potential revisions and adjust the income tax provision,
income taxes payable and deferred taxes in the period in which th facts that give rise 0. rvision become known.

Interest and penalies related  unrecognized tax benefis, if any, are recorded a5 3 component of income tax expense.

(xi) Net Loss per Share

s
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Basic ne loss per share is calculted by dividing the et oss by the weighied-average nummber of hares of common stock outstanding forthe period, without consideration for potential
ilutive shares of common stock. Dilute net loss pershare s computed by dividing the et los by the weighted-average number of common stock equivalents outsanding for the period determined
using the treasury-stock method and if-converted metho as applicable.

“The Company's paricipating securitesinclude unvested common stock awards isued upoa early exercie of certain siock options, s early exercised unvested common stock awards
have a non-forfeftabe right o dividends. The Company's participating securites do not have 2 contractual obligaion toshare in the Company’s losses, soin periods of et losses, the two-class
‘method of caculating basic and diuted earmings per share is o required. In periods of et income, basic and dluted ne loss per share atibutable o comman stockholders s presented in conformity
it the two-class method required for paricipating securtes. Als, net income is atributed 1o bosh common stockbolders and participating security holders, and therefore, net income is allocated o
shares of common stock and participating securites, a f al of the earnings for the period had been distributed. Diluted earnings per share under the two-class method i caculated using the more.
iltive o th treasury stock or the two-class method.

‘Due 0 net losses n all periods presente, all otherwise potenially diluive securities ae anddiutive, and accordingly, the reported basic nt loss per share equals dilted net loss per
stare.

() Comprehensive Loss
Comprehensive loss represents (i) net loss for the periods presented, and (i) unrealized gains or losses on our reported available-for-sale debt securities.
(i) RecentyIsued or Effective Accounting Siandards
Recentyissued orefective accounting pronouncerments that impct,of may have an impct,onthe Company’s financial iatementshave been discussd wihi e footnote 0 which
esch eltes. Othe recentaccountingpromouncements no disclosed n these Financial Ststments have beendetermined by the Cormpany s mansgement  have no mpac,or an mmaterial impact,
n s curent (inacial position,results of operatios, o cash lovws.
3 BALANCE SHEET ACCOUNT DETAIL
“The composiionof slected captions within the sccompsanying Blance Sheetssre summarzed below
(@) Prepaid Expenses.

Prepaid expenses consitsof the fllowing:

December 31,
Prepsimserance B TS £
Brepid esarch and developmentexpenses 77 o
Prepaid compute softwarefees s E
Ot prepaid expenses. 239 2105
Prepsid expenses 5 a5 3

(®) Other receivables

Other eceivables consiss o the following:

16
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December31,
£ £}

Inerest ecevable 1 2

Reahmddedopmensenicereceiabies e

Payol tax recevable » ©

Ot receivaes s _uz —

°This amoust epresene he required FDA filing fee poa the Company’s sbmision of s New Drug Application (NDA) for TP-03 and wasflly efundabl bsed
usiness” 2 defined i the relevant Fceal st  was rceivefrom he FDA i Jamry 2023,

he Cormpany's status 25 2 qualified “Sal

(© Property and Equipment. Net
Property and equipment, net consists of th following:

December 31,
23 £y

Fmwemdfows e s e

Officecquipment 197 B

Lessehod improvemenss o5 29

Popeyamleumetaxos T T e

(Lessy: Accumulsted depreciation and amorizaion 546 21

‘Deprecition expense fo theyears ended December 31, 2022 and 2021 was $0.3 millon and $0.3 mllion, respectively.

(@ Other Assets

Ocher assets consists of the following:

(€) Accounts Payable and Other Accrued Liabiliies.
‘Accounts payable and other accred libilies consists of the following:

w
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Accroed clnicalscies
_
Accrued inees, curent 2
_

Accounss payable and cher accred lsbilies

(D Other Long-Term Liabiies
(Other long-term labliies consiss of the following:

December 31,
Operaing lemse abliy pom-carent. . §7 o =ms =
Lodloer lcensor abilky i s
4 STOCKHOLDERS® EQUITY

2020 and 2016 Equiy Incentive Plans

‘The Company's Board of Directors and stockholders adopte and approved the Company's 2020 Equity Incentive Plan the *2020 Plan”) in October 2020. The 2020 Plan replaced the
‘Company' 2016 Equiy Incentive Pla that was eatir adopted in December 2016 (e “2016 Plan"). However, awards outstanding under the 2016 Plan will contie to be governed by isoriginal
terms. The aumber of shares o the Company's common stock that were niially availabl for issuance under the 2020 Plan equaled the intal sum of 9,000,000 shares pls 2,432,980 shares that were
then available fo ssuance under the 2016 Plan. The 2020 Plan provides for the fllowing types of awards: incentive and non-satutory stock options,stock appreciaion rghts, resticted shares, and
restrcted sock units.

“The umiberof sares of common siock esered forisuance under the 2020 Planae increased automatcally o the it business day of exh iscal year, commencing in 2021 an ending in
2030, by  number equal 0 thelesser of: ) 4% ofthe sharesof common stock outstanding o the st business day of the priorfiscalyear or (i) the sumber of shaes dterined by the Company'
Boardof Dieectors. I genral, o the exent hat any awards under th 2020 Plan ar foriied, ermiate, expir o laps wihout the ssuac o sore, o f he Companyrescqire he share subject
0 awords grante under th 2620 Plan, those shreswill g become avilbl forissuance undes the 2020 la, a5 will hres applied 10 pay the execis o prchasepriceof an awardor o atisy
ax withholding obligaions relted 0 any award.
Follow-On Publc Offeing

10 May 2022, the Company completed follow-on ublic ofering uder s SellRegisration Stement fo an nital undewrite sl of5,60010 share o s comme stock a  prce of
1250 per share. The Company aso granied he underwrtrsa 30-day oeon o purchase p o 840,000 actiona shares o s commn iock o the publicoffeing prce In June 2022 he
nderwriters partlly exercised tis option and the Company’ sale of diional 280,532 shares a1 S13.50 er share was concurenty completed.

“Total gross proceeds from this offering were $79.5 million (before underwriting iscounts, commissions and oher estimated offring expenses) resuling

et proceeds of $74.3 millon.

ns
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= our plans and ability 0 obtan or protect itellectual property rights, incuding extensions of existing paten terms where available;

+ our continued relance on thid parties to conduct additonal clinical tias o our product candidates, and for the manafacture of our product candidates for peclinical studies and
clinicalaial;

« the need o hire additonsl personnel, in prticular sales personnel, and our abilty (0 atract and retain such personmnel;
+ the accuracy of our estimatesregarding expenses, fuure revenve, copital requirements and needs for additonal financing:

* our fnancial performance;

« the sufficiency of our existng capital resources to fund our future operating expenses and capital expenditre requirements;

* our competiive position;

« ourexpectations egarding the period during which we will qualify as an emerging growth company under the JOBS Act; and

~ our anticipated use of our exstng resources and the proceeds from our niial Public Offering and subsequent follow-on public offeings, and crditfacilt.

‘We have based these orward-ooking tatements argely on our cutent expectations and projections abou our business, the industy in which we operate and financial trends that we beleve
‘may affect our business, financial condition, results of operations and growih prospects, and these forwart-looking statemens are not uaraniees of future peformance or development. These
forward-looking sttements speak only a ofthe dat of this Annual Report on Form 10-K and are subject 1o  nurmber of isks, uncertanties and assumprions,incluing those described inthe section
ited “Risk Factors” elsewhere in this Annual Report on Form 10-K. Moreover, we operate in a very competive and rapidly changing environment. New risks emerge from time to Gme. It s pot
possible for our management 0 predic al isks, nor can we assessthe impact of al factors on our business or the extent 10 which any facto, o combination of factors, may cause actual results fo
differ materially rom those contained in any forwardlooking statements we may make. I light of these isks, uncertainties and asusmptions,the forward-looking events and circurmstances discussed.
inthis report may notoccur and acrual results could differ mateially and adversely from those anticipaed or implied in the forward-looking,Statements. Except 2 required by applicable law, we do
‘ot plan 0 publicy update or revise any forwardhlooking statements afer the date of this Annual Report on Form 10-K, whether as a result o any new information,future events or oherwise.

ou should not rely upon forward-looking statements s predicions offuture evenss. Alihough we beleve tht the
expectations reflected in the forwardh-looking statements are reasonable, we cannot guaranie tha th future resuls, advancements, discoveries, levels of activiy, performance or events and
circumstances eflected n th forward-looking

‘statements wil b achiever or occur. Moreover, except as require by Lawneither we nor any ather person assumes.

responsibilty for the accuracy and complteness of the forward-looking statements. We undertake no obligation t updte

publicly any forward-Jooking statements for any reson afte the dateof thi repors to conforn thse sttements o acual resuls

10 changes in our expectations.

You should read thi report and the documents that we reference i thisreport and have filed wih the SEC as
exkibits t this eport withthe understanding that our actual fuure reult,level of acivity, performance and events and
circumstances may be materially different from what we expect.

Unless the context oherwise requies,al eferences in this Anual Report on Form 10-K o the "Company”, “we,” ", “our.” “Tarsus,” and “Tarsus Pharmaceuticals” refe to Tarsus.
Pharmaceuticals, Inc. We primarily conduct our usiness activities as Tarsus Pharmaceuticals.

‘Tarsus Pharmaceutical, Tarsus, and Tarsas Pharmaceuticals, Inc. ou logo and otherregistered or common Law trade names,trademarks or service marks of Tarsus appearing n this report
are the property o the Company. This report contans additiona rade names, trademarks and service marks of other companies that ar the property of thei respective owners. We.
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Employee Stock Purchase Plan

‘Under he terms of the Company's 2020 Employee Stock Purchase Plan, eligible employees can purchase common stk through scheduled payroll deductions. The purchase priceis
‘equal 1 the closing price ofthe Company's common stock on the irstor lat day f the offeing period (whichever s less), mins a 15% discount. To determine the value of ESPP expense fo be
recognized during each offerng period,the Black-Scholes option-pricing model i used, in combination with the discounted employee price. A participant may purchase a maximam of 3,000 shares
of common stock during asix-month offeing period, no 0 exceed $25,000 at ull market value onthe oferin dae during each ESPP year.

‘Beginning oo January 1, 2021, and each January 1 thereafir, prsuan  the terms of the ESPP,the number of common siock available for issuance under the ESPP is awomatically
increased by an amount equal t©the lesser of (7) one percent of the total umber of shres of common stock ovtstanding on the lastday of the year, ) 2.5 mllion shares,or (i)  number determined.
by the board of direcors.

Common Stock Outstanding and Reserves for Future Issuance

‘Common sockholders have one vot for each shae of common sock held and are enied 1o receive dividends declared by the Company's Board of Directors when legally avalable for
disribution, then-subjec 0 the dividend rights of the holdersof preferre stock. For the years ended Decernber 31, 2022 and 2021, o dividends were declared.

“The Company's oustanding equity awards and shares reserved for fture issuance under its 2020 and 2016 Equity Incenive Plans and 2020 Employee Stock Purchase Plan are
‘summarized below:

December,
Common sock awards reserved for fuure ssuance under 2020 0d 2016 Equiy ncencve Plans. 53678 526200
Common sock awards reservec fo fsure sssncesader the 2020 Employee Stock Prchase Plan 253319 28
‘Stock opions ssued and otstanding (smvesed and vested)undes 2020 2nd 2016 By Incetive Plans preens 2mem0
Restriced sock nisfssued and oustanding (unvested) under 2020 Equiy Incentive Pan

“Tocal shares o common sock eseved.

5. STOCK-BASED COMPENSATION
Stock-Based Compensation Expense

Stock-based compensation expense was recogaized in the accompanying Statements of Operations and Comprehensive Loss for the years ended December 31, 2022 and 2021 as follows:

Sear Ended
Decmberi.

Rescarch and develogment B 3% S 138

Genersl and scminsrtive 9724 65

Total sock-based compensation B0 5 =

)
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‘The far value of granted sock optons was estimated a5 of the date of grant using the Black-Scholes option-pricing madel, based on the following inputs:

Ve Ended
December

— = -
Rekfeemerestte . 1S%ean% 0s%elI
— o —
Expeaeddividendyild =
e — q — s
‘Stock Option Activity
‘Stock option activity during the years ended December 31, 2022 and 2021 was as follows:
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“The total granedate fai value of options that vested during th years ended Decembe 31, 2022 and 2021 was $13.7 million and $16.3 million, respectively.
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For the year ended December 31, 2022, the Company recorded stock-based compensation expense fo stock optioas of $10.7 millon. As of December 31, 2022, there was unrecogized
‘compensation expense of $25.5 millon elated 0 unvested stock options, which the Company expects to recogaize over a weighed average period of 23 years.

Restricted Stock Unit Activity

Restricted stock unitacivity during the year ended December 31, 2022 was s follows:

Ve Emded Decmber31.
= o
s Shars—bosic snd diksd 2461970 554085

‘The following outsianding and potenially dilutive securities were excluded from th calculation of dilued et loss per share because thir impact under the reasury stock method and if-
‘converted method would have been antidilutive for each period presented:

7. FAIR VALUE MEASUREMENTS

Financialasses an libiltes subject 0 fair value measurements on arecurring basis an the levl of inputs used in such measurements by major security type are presented in the
following table (see Note 2(v)):
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ear Ended December 31, 2022
Fair Vloe Mesarements
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ear Ended December 31 2021
e Vaoe Messurements
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i
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‘Mooey marke s s m s — 3

B
B

Eauity warane for LBl hares) — —

‘Money Market Funds and U.S. Treasury Securites

‘Money market funds and U.S. Treasury securiies are highly liquid investments and are acively raded with reaily-available market prices tht are publicly observable and independentl
validated 2 of the measurement date. This approsch esults in th classifcation of these securities as Level 1 ofthe far value hierarchy.

‘Commercial Paper, Corporate Deb Securities, and Government-related Debx Securiies

‘Commercial paper, corporate debt securiies and government elaed debi securities were valued using Level 2 inputs tht illzed indusiry standard valuation models, incuding both
ocome an marke s appoache, o which l gaficant (s e ahsevae, e diecly o e, emate i vl The Company eviewes g aciviy an peicin for e
investments a5 of each measuremen: date.

LianBio Common Stock and Equity Warrans.

I March 2021, contemporaneous with the China Out-License transacion (see Note 9, the Company and LianBio (a pharmaceutical company focused onthe Greate China and other
‘Asian markets; NASDAQ: LIAN), executed 2 warrant agreement fo the Company t0 purchase, in three ranches, common shares in LianBio. The ist two tranches are vested and exercised a5 of
‘December 31, 2022 and the third warrant tranche il vest upon the achievement of aregulatory event;each has an exercise price at common stock par value.

In June 2021, one of these three warrant tranches was vested and then-converted to 78,373 shares of LianBio common sock, and recogrized t fair value within marketable securities as
of Decembe 31, 2021, and within loag-term investmens on the accompanying Balance Sheets 2 of Decerber 31, 2022.In May 2022, thesecond warrant tranche was vested and in December 2022,
it was exercised and converted into 78,373 shares of LianBio common stock as recogized a air value within long:term investments on the Balance Sheets 25 of December 31, 2022. LianBio.
‘common sock i classified within Leve 1 of th fir value hierarchy, given it publicy reported price on the NASDAQ Global Market.

Level 3 in the fair value hiecarchy and is presented within other asets o the accompanying Balance Sheets 2 of December 31, 2022 and
2021 (see Note 3@). The mos sgnificant assumptions used in the option pricing valuation model as of each balance sheet date o determine i fair value included
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bservable and unobservable inputs: LianBio common stock volarlity (based on the hisorical volatlty of similar companies), the probability of regulatory milestone achievement for vesting, and the
applicarion of an assumed discount rate.

The estimted fai value of the equity warrant will be emeasured each reporting period with adjustments reported within other income (expense). nt o the accompanying Statements of
‘Operations and Comprehensive Loss, il exercised or expired, and i valued i the accompanying Financial Statements as follows:

Vel of ety varraes
e e 101

|
i

con
Reogitonofeqiywamans. s
Execise ofthe second wranche of equity warans o LianBio common stock asn
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ecember 31,2021
Aot [y Coreeiio e v
Cash equivlens:
‘Money markes funds i = = i
Toal cah eqinalenss s EC =7 =7 e
Markeable seurtes:
Common sock i Lisnio 1074 — o -
Toal mrketable securities 5 Iz =3 @ § =

As of December 31, 2022, substantially al availsbl-for-sle debt securities have a maturiy of 12 months orles. Three securities have a contractual maturity between one and five years,
it an estmated far market value of $4.6 milion and amortized cost of $4.6 million. Al vailable-for-sale debx securiies have gross unrealized losses in a coninuous los posiion fo less than one:
‘year. The Company did not recogize any other-thar-temporary impairment loses on these securiie.

. COMMITMENTS & CONTINGENCIES

(@) Operating Leases

Inthe ordinary course of business,the Company eners into lease agreements with unaffilited third paties foris faciliies and offce equipment. As of December 31, 2022, the Company
had four active leases for adjacent office and aboratory suites i Irvine, Califoria.

Right-of-Use assets (‘ROU assets”) represent the Company's right o control an underlying asse fo the leas term and lease libiltes represent the Company’s obligation 0 make lease:
‘paymentsarsing from the lease. ROU assts and iabiltes are recogaized at the commencement date based o the present value of lease payments overtheinial non-cancelabl Jeas term, unless
thereis a enevwal opeion that i reasonably certin 0 be exercised. The Company uses it ncremmental borrowing rate at the lease commencement dae i determining the discount rte uilized 0
present value the ffure minimom lease paymens since an Implict itere:. ate In each at-market lease agreement was ot determinable. The Company has lease agreements with bot lease and noo-
lease components, which are accounted for 253 sngle component fo all asset classes.

“The Compny's variabl lease costs, consisting primaril of real estate taxes, insurance cost, snd common area maintenance, ar expensed s incurred and excluded from the repored
ROU asset and lease labilty amounts presented i the accompanying Balance Sheets. Rent expense s allocated (0 research and developent and general and administrative expenses in the
‘accompanying Siatements of Operations and Comprehensive Loss. The below table summarizes the components of toallease expense

Sear Ended December 3,
Opersing s expense R
Varable e expense 2w

‘Shorttem lese expense (ese with 12-monh tem o lss)

Toal lese expene.

3|5 E &

a5 s

‘As of December 31, 2022, the Company's facilicy leases had a weighted average remaining lease term of 1.1 years and a weighted-average incremental borrowing rate of 10%.

‘The below table summarizes th () minimum lease payments over the next five years and theeafir, (i) lease arangement imputed inerest, ad (i) present value of fuure lease

payments:
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Operating Lewes - Futare Paymenss December 31,2022

Bl e

“Total e s paymens, unciscounied
(Lessy: Impused nerest.
Present vale o operaciog lease pyonents”

S
)

5This amount ncodes th frure ez commiment et 0 s amendment executed 2 of December 31, 2022, ot commences i he st qarer of 2023,
®) In-License Agreements for Lotlaner
January 2019 Agreement for Skin and Eye Disease or Condiions in Humans

In January 2015, the Company entere into  license agreement with Elanco Tiergesundheit AG (“Elance") for exclusive worldwide rights  cerain intllectsal property for the
evelopment and commercializaton of loilaner n th trestment or cure of any eye orskin disease or conditon i humans, as amended i June 2022 (the "Eye and Derm Elanco Agreement”). The
‘Company has sole financialresponsibility fo related development, egulatory, and commercalization activites.

“The Company paid $1.0 million upfront upon execution of the Eye and Derm Elanco Agreement in January 2015, and lso paid  required $1.0 millon clinical milestone in September
2020, associated with th firs two U.S. pivotal wrias fo th treacment of Demodex blepharits. The Company paid an additonal 52.0 millionfor s second pivotal ral miletone in Apeil 2021, which
‘eas recorded in escarch and development expense inthe accompanying Statements of Operations and Comprehensive Loss for the year ended December 31, 2021.

In June 2022, the Company made a contractual repayment of $1.5 millon tha can be applied towards any milestones that become due under the Eye and Derm Elanco Agreement andior
the Company’sin-license agreement with Elanco, granting it a woridwide licens 10 certain intelectual property for th development and commercializaion of lolaner for the treatment, paliaion,
prevention,or cure of “al oher” diseases and conditions in humans (L., beyond that of the eye orskin), as amended in June 2022 (e ~All Human Uses Elanco Agreement™).

As part of the China Out License,the Company made  required contractual payment n the amoust of $2.5 mllion 0 Elanco following the receipt of 25 millon of proceeds from
LianBio during the second quarter of 2021. During the fourt quarte of 2022, the Company recognized $0.4 millon of cost of icense ees and collaboration revenue upon receipt of $10 millon of
cash proceeds from LianBio forthe achievement of aclinical development milesione, which was applied agains the $1.5 mllion prepayment.

As of December 31, 2022, the Company is obligaed t0 make further cash payments 10 Elanco of $3.0 millon under the Eye and Derm Elanco Agreement (that can be offset agains any
remaining prepaid amounts) upon achieverment of ceain clnical milestones n th treatment of human skin diseases using lotlaner and 3 maximusm of $79.0 millon for various commercial and ales
hreshold milestones for the treatment of human skin diseases and the treament of any type of blepharits i humans using lodlaner. I additon, the Company will e obligated to pay tered
‘contractual royalies o Elanco inthe mid o igh single igits of it net sales. I the Company receives certan types of payments from it sublicensees, it will be oblgated o pay Elanco a varisble
percentage in thelow 10 mid double-igits of such proceeds, except for tertories in which it has achieved applicable egulatory approval.

‘September 2020 Agreement for All Other Discases or Conditons in Humans
In September 2020, the Company executed an All Humman Uses Elanco Agreement with Elanc and concurrently ssued Elanco 222,460 shares ofis common stock with an estimated fir
value of $3.1 millon (5140003 per share, approximating the issuance price of the Company's Series C preferred stck in September 2020).

125





image130.png
TARSUS PHARMACEUTICALS, INC.

NOTES TO THE FINANCIAL STATEMENTS
(al tabular amounts presented i thousands, except share, per share, per unit, and number of years)

“The Company is required to make cash payments o Elanco under the All Human Uses Elanco Agreement upon the achievement of various clinical milestones p to an aggregate maximum
of $40 millon, and various commercial and sales threshold miletones up o an aggregate maximurm of $77.0 willon. In addition, the Company wil be bligate 0 pay contractual royalies to
Elanco in the single digis of is net product sles I the Company receives certain typesof payments from is sublicensees, it wil iso be obligate 10 pay Elanco a variable percentage i the low 10
‘mid double-digits of such proceeds, except fo terioriesin which it achieved applicabl regulatory approval prior o sublicense exccution.

In March 2021, the Company entered oo the China Out-License agreement with LianBi, that require it grant Elanco an adiconal fxed 187,500 shares of the Company's common stock
that oxhenwise would have been ssuable 0o ate than the 18-month anniversry of the All Human Uses Elanco Agreement forcontinued license exclusiviy. These issued shares were valoed at

5.5 million, based on the Company’ cosing stock pice of $29.30 per share on the date this ssuance became contractualy required and i recognized within research and development expense.
witin the accompanying Ststements of Operations and Comprehensive Loss fo theyear ended December 31, 2021.

In December 2022, a linical milestone wastriggered to Elanco under the All Human Uses Elanco Agreement upon enrollment of he first patient n the Phase 2a Carpo ial,forthe
reatmentof Lyme diseas. The relted milestone expense of $0.5 million was applied agains: he $1.5 millon prepayment and incuded within esearch and development expense on the
‘accompanying Statements of Operations and Comprehersive Loss fo the year ended December 31, 2022.

() Employment Agreements

‘The Company has entered o employment agreements i eight ofis executive officers. These agreements provide for the payment of certain benefits upon separation of employment
under specifed crcumstances, such as ermination without cause,or termination in connection with a change in control event.

(@ Consulting Agreements
“The Company has  preexising consuling agreement with 3 board member that was appointed in Decermber 2021. This consuling agreement provides for annual cash compensation of
‘approximately $0.2 million and option grans o purchase 45,134 shares of the Company's common stock, with exerciseprices ranging from S2.01 0 $34.72 per share. This consuling agreement may
be terminated by either party with ten days notice and contains standard confidentiality, indemnificaion, and inellectal property assigament provisionsin favor of the Company.

(€) Litigation Contingencies

From time o ime,the Company may be subject 0 various iigation and relted maters arising i the orinary cours of business. The Company is cuently not aware of any such maters
ehere dhere i a least a easonable probability that a material lss, f any, has been o will be incurred for financial statement recogniton.

(0 Indemicies and Guarantees

‘The Company has certin indemnity commitments, under which it may be reqired to make payments o t offcers and directors n elaion to certain ransactions 0 the maximum extent
permitted under applicable aws. The duraton of these indernities vary, and i certain case, are indefinit and do no provide for any limitation of maximum payments. The Company has not been
bligated 1o make any such paymentsto dae and no labiliies have been recorded for this contingency in the accompanying Balance Shects.

9. OUT-LICENSE AGREEMENT

Out-License of TP-03 Commercial Rights in Greater China in March 2021
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On March 26, 2021, the Company entered into The China Out-License agreement with LianBio foris exclusive development and commercialization ights of TP-03 (Itlaner
ophihalmic solution, 025%) n the China Territry, 2 defined in the agreement or the reatment of Demodex blephrits and Melbomian Gland Disease. LianBio is contracuualy responsible for all
clinical development and commercalization activities and costs within the China Territory.

‘Through December 31, 2022, the Company received paymens from LianBio toalng $30.0 millon comprised of 2 upfront payment of $15.0 millon and $65.0 millon fr the
achievement of specifed milestone events.In February 2023, adevelopment milestone was riggered resulting in expected cash proceeds of $2.5 millon.

“The Company i elgible t receiv further consideration from LianBio upon the achievementof addiional TP-03 events, including (1) adiional development milestone payments of up.
an sggregate of 25,0 milion (incldes $2.5 millon for a milestone triggered in February 2023), (i) China-based TP-03 sales threshold milestone payments of up fo 3n 3ggregate of $100.0 millon,
i) tiered ow-to-high-teen royalties for China Territoy TP-03 product saes, and (v) vesting of  LisnBio equity warrat upon certain regalatory mlestones.

Revenue recognized i the accompanying Statements of Operations and Comprehensive Loss relats 0 the satisfaction of performance obligation incling (i) the transfer of TP-03.

10. CREDIT FACILITY AGREEMENT

On February 2, 2022, the Company executed the Credit Facilit with Hercules Capital,Inc. (‘Hercules”) nd SV tht expires on February 2, 2027. Concurrent withthe execuion of the
(Credit Facilty,the Company made 2 $20.0 million deaw.

On January 5, 2023, the Company entered into an amendment t the loan and security agreement (e “First Amendment”). The First Amendment set a maximum interest rate, and
‘updated the terms of prepayment under the Credi Facility and other certain specifc conditons,inclding an extended perio for the Company 1o draw down the $25.0 million tranche associated with
the NDA submission, from March 15, 2023 (o March 15, 2024, rovided a least $5.0 millon s dcawn on or before March 15, 2023 and a least an aditonal $5 million is drawn on o before
‘September 15, 2073. The Company did not incur any lender fees as partofthis First Amendment.

As of December 31, 2022, the Credit Failty providesfor  remining aggregate principal amoust of up (0 $135.0 milion with tranched avalability as follows: $25.0 millon related t0
the New Drug Application (‘'NDA") submission with the FDA for TP-03, $35.0 millon upon FDA approval o TP-03, $50.0 million upon achievement of product net revene threshalds, and

525.0 millon upon lender approval. On March 15, 2073, the Company made a 5.0 millon draw (incluing SVB's commitment of $1.25 million) from the $25.0 milion ranche that became available
‘upon submission o the NDA.

Bach of thes tranches may be drawn down n $5.0 millon increments a the Company's election. The Credit Faclity requires interest-only payments through February 1, 2026, followed
by 12 monthsof principal amortization, unles extended for oo year t s maturiy, upon meeting cerain contractal conditios. All unpaid amounts under the Credit Facility become due on its
February 2, 2027 expiry.

‘Under he First Amendment, the outstanding principal draws accrue interes a  floting inerest rte per annum equal 10 the greater o ether (1) The Wal Street Journal prme rate plus
4.45% with an aggregate cap of 11.45% or (1) 8.45%. At the execution date o the Credit Facily, the Wall Sireet Journal prime rate was 3.25% and furher increased during 2022, reaching 7.50% a5
of December 31, 202

“The Company i required o pay a specifid fee upon the ealir o () February 2, 2027 o i) the date the Company prepays, i full or in pat the outstanding principal balance of the

(Credit Focility (‘End f Term Chrge"). Thecurent End of Term Charg of SL.0 millon was derived a the execuionofthe Creit Faciliy by muliplying 4.75% by the $30.0 milon rawn
closingand is sccreed 10 trest expense through matuiy.
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On March 10, 2023, SVB was cloed by the California Department of Financial Prtection and Innovation, which appoiied the Federal Depasit Insurance Corporation, o the FDIC. a5
receiver, and SV was subsequently transferred ntp 2 new entiy, Silicon Valley Bridge Bank, NA. On March 12, 2023, the Department of th Treasury, the Federal Reserve, and the FDIC joindly.
released a statement that depositors 3t SVB would Bave access tothei fnds, even those in excess of the standard FDIC insurance limits, under a sysemic isk exception. Such partes also announced,
‘among other tems, that Silicon Valley Bridge Bank has assumed the obligations and commitments of former SV, commitments 0 advance under exising creit agreements will b honored in
‘acconfance with and pursuant 1 the terms of such crei agreements and any othr duties o rules under existing credit agreemens will be performed by Silicon Valley Bridge Bank in accordance
‘it e pursuant © th ters of such credit faciltes.

AS of December 31, 2022, the carying value ofthe Credit Failty (reported s tem loan, net on the accompanying Balance Sheers) consisted of $20.0 milion principal outstanding less
legal and adminisrative ssuance costs of approximately $0.9 millon that were recorded 2 a deb discount 0 the ferm loan, et and will continue o be accreed to inerest expense using the effective
imterest method during i term. As of December 31, 2021 the Company had no outsianding debt.

‘As of December 31, 2022, the effecive ntere:. rat fo th ful term of the Credit Facilty was 13.61%. During the year ended December 31, 2022, the Company recognized nteret expense on the
‘accompanying Statement of Operations and Comprehensive Loss in connection with the CreditFacilty as follows:

ear Ended
December 31,202

Accrsionofendof term. s

Total et expense bt o e o B 2%

“The principal balance ofthis Credit Facility and related accrtion and amertizaton a5 of Decembes 31, 2022 i reported on a combioed basis as term loan, et on the accompanying

December 31,202
Temlmgos s me
Debtssuance coss @)
Acmated mortzation of deb ssuancecoss. i35
Temlma . e
11 INCOME TAXES
“The components of loss from operations before provision for income taxes were as follows:
D,

(@05 5 1372

‘The provision forincome taxes from operations were s fllows:
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o not intend our use or display of other companies’ trade names,trademarks or service marks 1 imply a relarionship with, or endorsement o sponsorship of us by, these ohr companies. Solly for
‘convenience, ou trade pames,trademarks and service marks referted 0 in this report appear without the %, ™ or *symbols, but such references are not intended 1 indicate, i any way, that we will
ot assrt 0 the ullest extent under applicable aw, our righs o th right ofthe applicable licensor @ these rade names trademarks and service marks.

'SUMMARY OF RISKS ASSOCIATED WITH OUR BUSINESS
‘We facerisks and uncertainties associated with our business, many of which ae beyond our control. Some of the meore sigificant risks associated with our business include the following:

* Weare a iophamaceutical company with imited operating history. We have incurred signficant losses and negative cas flows from operaions since our inception and anticipate that we
will continue 0 incur igaificant expenses and losss for th foreseeable fuure.

+ We may need o obiain addiional funding 10 complet the development and any commercialzation of our product candidates, f approved. If we are unable o ais this necessary capital
‘when needed, we would be forced o delay reduce or eliminate our product development programs, commercialization effots or oher operations.

* W are heavily dependent on the success of ourlead produc candidate, TP-03 forthe reatment of Demodex blephariti. If we are unable to successfully obtan regulatory approval fo, o
‘commerciaize, TP-03, o experience sigaificant delays indoing so, our business will be materialy harmed.

* Even i TP-03 or any oher prodct candidate that we develop receives marketing approval, we may ot be successful in educating eye care physician (‘ECPs"), and the market bout the
eed for treatments specifcaly for Demodex blepharits and o orhr diseases o conditions targeted by our poduct candidates, and TP-03 o ather product candidates that we may develop
may fal 0 achieve market scceptance by ECPs, other healthcare providers and patients, o sdequate formulary coverage, picin o reimmbursement by third-party payers and ohers in the
medical commnity, an the market opportuney for these products may be smaler than we estimate

= The sizes of the market opportuniy for our product candidates, partcularly TP-03 for the reatment of Demodex blepharits and MGD, have not been established with precision and may be
‘smaller than wo estimate, possibly materiall. If our estimate of the sizes overestmate these markets, our sales growth may be adversely affected. We may also not be ble 0 grow the
markes for our product candidates a intended or atal.

+ The development and commercialization of our products,incluing our ead product candidate, TP-03 for the potential treatment of Demodex biephariis and Meibomian Gland Discase
("MGDY), TP-04 for the potenial reatment of rosacea and TP-05 for potential Lyme prophylaxis and community malara reduction, is dependent on ntellectual property we license from
Elanco Tiergesundhe AG (‘Elanco?),

+ Wewill need 1 develop and expand our company and we may encounte dificultesin managing our grovth, which could disrupt our operations.

W contract with thid partes for the manufacture of our product candidatesfor peclinical studies, clinicaltils an for eventual commercialzaton. Thisrelance on third paries ncreases
the ris that we will not have sufficent quantities of ur product candidates or compounds ortha such supply vill notbe available 0 us at an acceptable cost, which could delay, prevent or
impair ur development o commercialization effors.

+ Clinical drug development nvolves a lengihy and expensive process with uncertain imelines and uncertain outcomes, and resukts of arlerstudie and trils may not b predictve of future:
results.

* Any termination o suspension of,or delays in the commencement or completio of, ur planned cliical trials could resul n ncreased costs 0 us, delay or limit our ability 0 generate
revenue and adversely affect our commercial prospects.

+ Werely on third partes o conduct ou clinical triaks and perfor some of our research and preclinical sudies.

+ 1 we are unable o obtain and mastan suffcient intelectual roperty protection fo our product candidates, or i the scope of the intellectual property protection is no sufficently broad, our
compettors could develop and
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A reconciliation of income taxes was compuied by applying th federalsatutoy income tax rate i each period o the pretax loss for the years ended December 31, 2022 and 2021, and.
‘adjusted forcerain classes of ransactions, as summarized below:

Sigaificant components ofthe deferred tax assets and labiliies were as fllows:
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‘Defermed income taxes reflect the net tax effecs o temporary diffeences between the camying amount o asses and liabiltesfor financial reporting purposes and the amounts sed for
income tax purposes. The Company maintains 2 valuation allowance agains s e deferted tax asets due 0 the uncertainty that such assets willbe realzed and evaluats the recoverabliy of i
defered tax assets on a least an annual basis. The Company has determined that s deferred ax asses, with the exception of amounts supparied by thereversalof xable temparary differences, are
o realizable. Consequently, the Company has recorded a valuation allowance on deferred tax assets of $25.2 millon and $12.1 millon at December 31, 2022 and 2021, respectively.

At December 31, 2022, the Company has federal and sate et operating loss carryforwards of approximately S31.1 mllion and 5259 million, respectively. As a esul o the Tax Cuts and
Jobs Actof 2017 (he “Tax Ac”) for U.S. ncome tax purposes, nt operating losses generated prior to Decemnber 31, 2017 can be carried forward for up 0 20 years, wille net operating losses
‘generated after December 31, 2017 can be caried forward indefintly, but are limited t 80% wtilization against axable income. The Company'stofal federal et operating los of $31.1 millon will
‘o expire bt will only be able t be offset 80% of future txable income within each year. The other state net operating losses will egin 1 expire in 2037. At December 31, 202 the Company had
federal and otber tate research and development tax crecits of $4.7 mlion and $1.6 millon,respectively. The federal research and development ax credits begin 1o €xpire in 2040 unless previously.
wtilized, and the other state credit carryforwards begin to expirein 2037.

“The Internal Revenue Code (TRC") Sections 382 and 353 limit annual use of NOL and rescarch and development credit camyforwards in the event a cumulatve change in ownership of
‘more than 50% occurs within a tree-year period. The Company has not et completed an ownership change analysi. If a requisite ownership change occur, the amount of emaining tax atribute
‘camyforwards availabe t offset axable income and income (2x expense in future years may be rstricted or eliminated. If eliminated, the related asset would be removed from defered tax assets
with a corresponding reduction n the valuation allowance. Due tothe existence of the valuation allowance, limitaions creaed by future ownership changes,if any, will not impact the Company's
effective ax rate.

Uncerain tax positons ae evaluate based upon the fcts ane circumstances that exist 3t eachreportin period. Subsequent changes i judgement based upon new information may lead
0 changes n ecognition, derecogaition, and messurement. Adjustment may resul, for example, pon reolution of an fssue it the axing authoitie o expration of 3 statte of imiaions brring
an assessment for an ssue. The Company recognzes  ax benefi rom an uncerai tax position when it is more-ikely<han-not that it will b sustained upon examinarion by x auhorities. As of
‘December 31, 2022, the Company had grossunrecogized ax benefisof 3.4 millon, none of which would affctthe efectiv tax at i recognized. The Company does ot anicpate any
sigpificant changes in s unrecognized tax benefis averthe next 12 months. The Company' policy 10 recogaz the nteres: expense andior penalies related 1 income tax matiers a5 2 componeri
ofincome tax expense. The Cormpany had no accrua oriterestor penalies o the accompanying Balance Sheets atDecember 31, 2022
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Ttem . Changes in and Disagreements with Accountants on Accounting and Financial Disclosure
None.

Ttem 9A. Controls and Procedures

‘Conclusions Regarding the Effectiveness o Disclosure Controls and Procedures

‘We maintain  system of disclosure controls and procedures that are designed o provide reasonable assurance that information requied to be disclosed in the reports that we file or submit
‘under the Securties Exchange At of 1934, as amended (the “Exchange Act"), i processed, recorded, summarized and reported within th time periods specifed in the Securities and Exchange
‘Commission’ rules and forms. These disclosure controls and procedures inlude, among other processes,controls and procedures designed 1o ensure tht information required to b disclosed n the
reports that we file o submit under the Exchange Act s accumulated and communicated to managemen, including our Chief Executive Officer and Chief Financial Officer (our principal executive.
officer and principal financial offcer, respectively), s appropriat, 1 allow for timely decisions regarding required disclosure.

Our management carried out an evaluation, under the supervision and withthe paricipation of our Chief Executive Officer and Chief Financial Offcer, of the effctiveness o the design
and operation of our disclosure controls and procedures (2 define in Rules 13a-15(¢) under the Exchange Act) 2 of December 31, 2022. Based upon that evaluation, our Chief Execuive Offcer and
(Chief Financial Offcer have concluded that as of December 31, 2022, the Company'sdisclosure contols and procedures were effective @ provide reasonable assurance tha information we are
reguired o disclose i report tht we fle or submit under the Exchange Act i ecorded, processed, sumimarized, an reported within th time periods specified n SEC rles and forms, and that such
information is accumlted and communicated t our management,including ous Chief Executive Officer and Chief Financial Offcer s appropriate, 0 allow timely decisions regarding required
disclosur.

‘Management's Report on Internal Control Over Financial Reporting.

Our management i responsible for esablishing and maiiaining adequate internal onirol over financial reporting as defined in Exchange Act Rules 13-15(7) and 154-15(1). We
‘maintain iternal control ver financal eporting designed to provide reasonable assurance regarding the reliabliy of financial eporting and the preperation of financil statementsfor exteral
purposes in accordance with generaly accepted accourting principles.

‘Under the supervision and with the paticipation of our Chief Executive Officer and our Chief Financial Officr, our management conducted an evaluation of theeffectiveness of our
interal control over financial reporting based on he citeria se forth in “lnternal Control—integraed Framework” issued by the Committee of Sponsoring Organizations ofthe Treachay
‘Commsion (2013 framevwork). Based on his assessment, our management concluded that our internal control over fnancial reporting was effective t the reasonable assurance levelas of December
31,202,

‘Changes in Internal Control over Financial Reporting

“There have been no changes in ou internal cotrol over financial reporting (as defined by Exchange Act Rule 133-15(f) and 154-15(7) that have materially affected, o are reasonably
Tikel to materially affec, ur internal control over financil reporting during the quarter ended December 31, 2022.

Inherent Limitations on Effectveness of Controls

‘Our management, incuding our Chief Executive Officer and Chief Financial Officer, do no expect that ou disclosure controls or our interal control over financial reporting will pevent all
errorsand al franxd. A conirol system, no matter how wel conceived and operated, can provide only reasonable, not absolte, asurance hatthe objectives of the control system are met. Furher,the
desiign of a conrolsystem must reflect the fattha there areresource consiraints, and the benefis of controls must b considered elative 0 their cost. Because of the inherent imitations i all
‘control systemn, no evaluaton of conirol can provide absolute assurance that al contrl ssues and instances of fraud,ifany,have been deteced. These isherens mitatons include he relitie that
judgments in decision-making can be faulty, and that breakdowns can occur because of a simple error or mistake. Aditionall, controls can b circurvented by the individual acts of some persons,
by collusion of o or more peaple or by management override ofthe controls. The design of any system of controls i also base n part on certain assumptions about the likelibood of future events,
and there can be 0o assurance that any desiga will succeed in achieving i stated goals under all potental future conditons, over time, conrols may become inadequate because of changes in
‘conditons,or the degree of compliance with plicies or procedures may deteiorae. Because o the inherent limiations n a cost-ffective controlsystem, misstatements due o eor or fraud may
‘occur and not b detected.
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Ttem 9B, Other Information.
None.

tem 9C. Disclosure Regarding Foreign Jurisdictions that Prevent Inspections.
‘Notapplicable.
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Item 10. Directors, Executive Officers and Corporate Governance.

“The information required by this tem willbe contained in our defnitive proxy sttement  be filed with the SEC in connection with the Annual Meeting of Stockbolders within 120 days.
after December 31, 2022 (the “Proxy Statement". and i incorporatedin this Annual Report on Form 10-K by reference.

Item 1. Executive Compensation

e information required by thisfem will be contaned in our Poxy Sttementand i ncoporated i this Anmual Report on Fom 10-K by reference.
Item 12. Security Ownership of Certain Benefcial Ovners and Management and Related Stockblder Matters

e information reqired by thisfem will be contained n our Poxy Sttementand i incorperated  this Anual Report on Form 10-K by reference.
Htem 13, Certain Relationships and Related Transactions, and Director Independence.

“The information reqired by tisfem will be contained n our Poxy Sttementand i incorporated i this Anmual Report on Form 10-K by reference.
em 14, Principal Accountant Fees and Services

e information required by thisfem will be contaned in our Poxy Sttementand i incoporated i this Annual Report on Form 10-K by reference.
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Htem 15. Exhibits, Financial Statement Schedules
(@) The following documents ae filed as part of ths report:
(1) Financial Statements (incloded in Part 1 of this Anoual Report on Form 10-K):

Report o Independent Regitered Public Accounting Firm
Balance Sheets

Statements of Operations and Comprehensive Loss
Statemenss of Stockbolders Equity
Statements of Cash Flows

Notes o Financial Satemens

@) Financial Statement Schedules:
Al financial sttement schedoles are omitied because the information is inapplicabl or pesented inthe notes 1 the financial satements.

(b) The folowing exhibis sre included herein or incorporsted heren by refernce:
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Item 16, Form 10-K Summary

None.
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SIGNATURES

Pursuan o the requirements of the Securities Exchange Actof 1934, as amended, te registrant has duly caused this Annual Reporton Form 10-K o be signed on s behalf by the
‘undersigned, thereunto duly authorized, n the Cty o Ivine, Sateof California, on March 17, 2023.

Tarsus Pharmaceuticals, Inc.
/s/ Bobak Azamian, M.D. PAD.

Bobak Azamian, M.D., Ph.D.
President, Chief Executive Officer and Board Chairman

KNOW ALL PERSONS BY THESE PRESENTS, that each person whose signature appears below constiutes and appoinis Bobak Azamian, M.D. Ph.D,, Leonard Greensten, and Bryan
‘Wabl, M.D.,and each of them, as his o he true and Lawful attoney-in-fact and age, with fll power of substtuion and resubstintion, for him o her and i his o her name, place and stead, i any
‘and all capacites, o sign any and all amendments o this Annual Report on Form 10-K. and to file the same, with ll exhiit threto, and other document in connection therewith, with the Securities
‘and Exchange Commission, graning unto said attomeys:in-foct and agents, and each of them,ful power and authoriy to do and perform each and every act and thing requiite and necessary o be
done in connection therewith, as fully o all intents s purposes 3 he or she might o could do n person, hereby ratifying and confiming all tat said attomeys-a-fact and agent, o any of them, or
hei o his substitues, may Lawfully do or cause 1 be done by vite thereof.

Pursuant o the requirements ofthe Securiies Exchange Actof 1934, as amended, this Annual Report o Form 10-K has been signed by the following persons on behaf ofth regisrant
and in the capacities and on the dtes indicated.
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‘commerciaze products similar of entical 1o ours, and our abiliy o successfully commercialize our poducts may be adversely affected.
Patent terms may be inadequate o protectour compeitive posiion on our product candidates and preclinical programs for n adequate amount of e

“The concentraton of oursiock ownership il ikely limit your abilty 1o influence corporate maters, ncliding the abilty 10 influence the outcome of directorelections and other matters
requirng stockholder spproval.
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Separure e Dse

s/ Bobok Azamian, M.D. PhD. President, Chief Executive Office, and Bosrd Chairman March 17,2023
Bobak Azamian, M.D. PhD. (Principal Executive Officer)
/s Leonard M. Greenstein (Chief Financial Officer March 17, 2023
Leonard M. Greenstcin (Principal Financial Offcer and Principal Accounting Offcer)
1 Scon Morison Director March 17, 203
Scon Morison
/s Bhaskar Chaudhur, Ph.D. Director March 17, 2023
Bhaskar Chaudhus, PhD.
15 Rosemary Crane Director March 17, 2023
Rosemary Crane.
15 Andrew Goldberg, M.D. Director March 17,2023
“Andrew Goldberg, M.D.
5 William ). Link, Ph.D. Director March 17,2023

‘William ). Link, PhD.

15/ Wendy Yamo Director March 17,2023
‘Wendy Yamo
</ Elizabeth Yeu-Lin, M.D. Director March 17,2023
Elizabech Yew-Lin, MD.
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Item 1. Business

‘We are  biopharmaceutical company focused on the developrment and commercalization o therapeutics,starting with eye care. Our lead product candidate, TP-03 (itlaner ophihalmic
solution, 0.25%),is  novel investigational eye drop o reat blephariis caused by the nfostation of Demodex mite, which is refered 10 s Demodex blepharis. Blepharis (*Blephar” is a reference
0 eyelid and -iis" is a reference to inflammation)is an ophihalmic ld margin disease characterized by inflammation of the eyelid margin,redness and ocular rriation, ncluding a speciic type of
eyelash dandruff called collaeces, which are pachognomonic for Demodex blepharits. Poory controlled and progressive blepharits can lea o comeal damage over ime and,in extreme cases,
blindoess. There are an estimated 25 millon people i the U.S. who suffer rom Demodex biephari.

‘We designed TP-03 to taget and eradicate the root cause of Demodex biephariis - Demodex mite infestation. The acive pharmaceuticalingredient "API") of TP-03, lotlaner, paalyzes.
and eradicaes mites and other parasites through the inhibition of parasite-speciic gamma-aminobutyric acid-gated chlride ('GABA-CI') channels.

‘We intend to further advance our pipeline with ltilaner API 1 address severaldiseases across therapeutic andior prophylactic categories in human medicine, incding eve care,
dermatology, and oher discases. We are investigating the development of poduct candidates to address targeted diseases with high unmet medical needs, which currently include TP-03 for the
potential reatment of MG, TP-04 forthe potental reatment o rosaces, and TP-05 for potential Lyme disease prophylaxis and community maaria reduction.

P03 for the Potential Treatment of Demoex Blepharits

‘We designed TP-03 t taget and eradicate the root cause f Demodex biephariis - Demodex mite infestation. The API of TP-03, lotilaner, paralyzes and eradicates mites as wel 2 ather
parasites through the nhibiton of parasite-specific GABA-CI channels.

To date, we have completed seven clinicl rials for TP-03 in Demodex blepharts that include a Phase 1 ial (the “Hyperion tria”) four Phase 2 rals, a Phase 2073 il (the "Saturn-1
ial"), an the Phase 3 tril (the “Saturm-2 trial). Each of thee rals for TP-03 metprimary, secondary andlor cetain exploratry endpoints, with th drug wellleraed. In November 2022, we.
‘announced thtthe New Drug Application ("NDA") submission package for TP-03 forthe treament of Dernodex blephariis was accepted by the U.S. Food and Drug Administation (‘FDA), witha
Stated Prescripton Drug User Fee Act (‘PDUFA”) decision date of August 25, 2073. We beleve TP-03 has the potenial 1 be th frst therapeatic approved by the FDA and become the definive
standard of cae fo the trestment of Demadex blepharts.

TP-03 for the Potential Treatment of Meibomian Gland Discase (MGD)

‘We arealso exploing the therapeutic potental of TP-03 fo 2 second ophthalmic condition, MGD, commonly characteized as  clogging or desiruction of the melbomian glands that
Secrete  substance that help sabiize the ocular srface and can result intear filn deficiency, and i one of the leading causes of dy ey disease. There are no FDA-approved therapeutis for MGD.
Inthe U.S., MGD prevalence has been found o be approximatly two-thirds of the estimated 34 millon dry eye paient population. One species of Demodex mite, Demodex brevi, is known t0 infest
the meibormian gland, and cliical signs of MG have been shown o be corelated with infesation of Demodex brevis and/or decreasing nflammation of the eye id due o Demodes.

In August 2022, we announced the enrollment of our first patien i the Phase 2a clinical tial the "Ersa trial)studying TP-03 for the trestment of MG in patents with Demodex
blepharits. We expect toreport toplne data from the Ersa trial during the second half of 2023,

TP-04 or the Potential Treatment of Rosacea

Rosacea s chroaic ski disease characterized by facial redness, nflammatory leions, burning and singing. which can lae up i respose t© cetan riggers such as sun exposure or
emotional siress. According 0 the U.S. National Rosacea Society approximately 16 milion people i the U.S.are affected by rosace and rosacea prevalence can represent up 0 5.4% of the giobal
‘population. We conducted a Phase 1 clinicalstudy with TP-04 and niiated 2 Phase 2a il (the “Galatea rial) in March 2023, for the reatment of TP-04, a novel el formulation of lodlaner, for the
reamen of osacea.
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TP-05 for the Potental Prevention of Lyme Disease.

In December 2022, we announced posiive topline resutsfrom the completed Phase 1 Callso ral (the Calisto rial") and enrollment of the fist parient in the Phase 2a linicalial
(the "Carpo trial") The Callsto and Carpo trils are designed to evaluate TP-05, a novel investgative oal, non-vaccine prophylactic or the potential prevention of Lyme disease. The Callisto rial
‘eas  randomized, double-blind. single and multiple-ascending dose trialtha evaluated the safety, olerabliy. and pharmacokineris (*PK") of TP-05 in hsithy subjects. Results from the rial
showed that TP-07 was well toerated with 10 dose-relted or rugi-elated serious adverse events. PK data rom the rial demonsirate rapid absorption and an extended haf-ifeof TP-05 hat
potenialy supports a convenient oral therapy regimen, supporting its potentil 2 a rapid onset, prophylaciic therapy for Lyme disease. Addiionaly, an exploratory ex-vivo tick il study tht utlized
‘Sorum from TP-5 reated subjects demonstrated potent, rapd kiling of adult and nymph ticks. The Carpo tial,evaluating TP-05 for the potetialprevention of Lyme disease in bumans, is-a
randomized, double-blnd tial that will evaluatethe efficacy of TP-05 in killng lab grown, non-disease carying tick after they have attached 10 the skin of healthy volunieers, a5 well 5 confiem the
Safey,tolersbily, nd blood concentration of TP-05. We expect to report topline data rom the Carpo ral during the second halfof 2023.

‘We are investigatin the development of TP-05 as an oal formulation that i designed 2 a prophylactic agains: Lyme disease o eraicate he tick before it can transmit the Borrelia
burgdorfer infection. There are approrimately B0 millon people i the U.S. at isk of Lyme disease expsure, more than 27 million of which are at moderate o igh risk an there are greaer than
400,000 reported cases in the US. each year, which i believed @ be an underestimation of the actal case. Lyme disease can potentially cause sever, often debiltating symptoms with permanent
and irreversble damage. The disease can result in inflammation, nerv, joint snd muscle pin or swelling, numbaess, shortness of breath and - in severe cases neurological complications such 35
facial palsy, vision ssves and meningii, including severe headiches and neck tiffness. Lyme disease can ofen go undetected and unireated because the tcks are no always notced before they
‘ransmi the disease. People who ar i high isk areas andio spend extended amountsoftme outdoors in wooded, grassy areas areat higher risk of contracting the infection. Data rom the Centers.
for Disease Control and Prevention ("CDC™) show tht the isk o Lyme disease is spreading 0 new geographical areas,resling in a significan need for prophylactic soluions. Currendly,there are:
00 FDA-approved pharmacological prophylactic options for Lyme disease. We believe TP-05 is currenly the only non-vaccine, drug-based, preventive therapeutic n development tha trgets the
ticks, and potentially prevents Lyme disease transmission. It s designed t rapcly provide systemic blood level ofloilaner,a well-characterized ant-parasitic agent that paralyzes and kil infected
ticks atached tothe human by before they can ransmit the Borrelia burgdorferiinfection tht causes Lyme disase. The ticks are paralyzed and eraicated by lotilaner through selective argeting of
parasit-specific GABA-CI channels.
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“The following pipelne chart presents our wholly-owned product candidates and clinical development staus:
Figure 1: Pipeline Chart
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Our Strategy

Our ol st transform the restment of Demodex blepharits with a ist ever FDA approved pharmaceutical therapeutic, and o develop our pipeline o innovative therapies that faget
cerain parasite-medisted diseases withlarge market opporuniies. We intend o achieve these goals by pursuing the following key sirategic objectives:

 Advance TP-03 to eventual approvalfor the treatment of Demodex blepharits.In February 2022, we completed enrollment o our second and final TP-03 pivoral i,
the Satum-2 wial. In May 2022, we announced positve topline results ofthe Satur-2 trial,which exrolled 412 adults having, among other things, more than ten colareties
per lid and st leas mild i erythemna. Al pre-specified primary and secondary endpoints were met, TP-03 was welltoerated and complet resolution of Demodex
blepharitis was demonsrate in patents teated with TP.03 (lclaner ophihalmic soltion, 0.25%). We uilized the data from the Satur-2 and Saturn-1 wial  suppor the
subumission of our NDA with the FDA for TP-03 fo the treatmen of Demodex biepharits. In Novembe 2022, we announced the acceptance of our NDA by the FDA, with
2 stated PDUFA decision date of Augus 25, 2023.

- Educate ECPs and establish our own specialty sales organization (o commercalize TP-03 in the UsS.  spproved by the FDA for Demmodex blepharits, we intend 1o
‘commercialize TP-03 by developing our own sales organizaion targeting a subsetof the approximately 15,000 prescribing ECPs in the U.S. Our commercalization efforts
willinclude educating ECPs on the simplicity and speed of ciagnosing Demodex blepharits through a sandard eye examination.

 Expand the ee care applications of TP-03 for other indications, including MGD. Similr 0 biephariis, MGD may also be cause by Demodex infesaton, and we
itend 0 explore TP-03 i tis indication. We plan to advance the Ersa ial for MGD, with topline resuls expected during th second half of 2023.
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« Continue to advance and expand our pipeline, bringing novel products utilzing lotilaner to unmet needs across human medicine, including rosacea and, Lyme
disease prophylaxis. The mechanism of loulaner Coupled with our nsghs into dsesse where i can demonstrate liical benefit, provdes an opportunity to expand o
e indication for treatment or prevention. In December 202, we announced positive topline data from the Callso ral, designed t evaluste TP-05 for potenial Lyme
disease prophylaxis. The twopline data showed that TP-05 i well tolerated and that safety daa supports progression o the Phase 22 Carpo ria, which we inidated in
December 202. Toplinedata from the Carpo tria s expected n the second half of 2023, We iniate the Galaea rial for the potenial reatment f rosacea in March 2023.

“ Evaluate and selectively enter collaborations to maximize the potential of our pipeline and the scope of our eye care product offerings. Apartfrom the recent out-
Ticense agreement the “China Out License Agreement") with LianBio Ophthalmology Limited ("LianBio") of TP-03 fo the treatment of Demodex blepharits and MGD.
within the China Teritory as noted above, we have etained our rights globally t0 al of our indication for use in humans,including our lead product candidate, P03, for
the potenial reatment of Demodex blepharits and MGD, TP-04 for the ptential treatment of rosacea and TP-05 for potential Lyme disease prophylaxis and community
malariareduction. Given the potental 1 treat patients worldwide we may opportnisticaly ente ito addlitonal strategic collaborations around certin product candidate,
disease andor geographic regions.

Blephariis i 2 common, chronic ophthalmic id margin disease characterized by inflammation ofthe eyelid margin,rednes and ocular imiaton. It s also  progressive disease that
often manifests with more severe symptoms ifleft unireated,such 25 blurring of vision, missing eyelashes, comeal damage and potentally, in exireme cases, blindness. We believe that the mumber of
Demodex blepharits patiens in the U.S. may be as high as approximately 25 million based on Trater W, et a. Clin Opthalmol. 2022,do1:10.2147/OPTH. 5354692 (Titan study), indicating
approximately 38% of patients presenting 0 eye car clinics have colarettes and tha a least 45 million people annally visitan eye care cinc aseported by Saydah et al. JAMA Opihalmol.
2020;138(5):479-489.doi10.100 amaopshalenol.2020.0273. I adliton, there is growing awareness among, ECPs of the pathognomonic sgn of Demodex infestation caled collaretiesor cyclindrical
‘dandruf; which s 2 specifc type of debrs found st the bas of the eyelashes. Collaretes are composed of pataly digested epthelialcels, mite waste products and eggs among other things and can
be easily diagaosed by ECPs s part of a standard eye examination. The prevalence of Derodex biepharis increases progressively with aging, which i one main isk factor for the disease, though
other requently presenting patents can also suffe from dy eye, contactens intlerance, and cataracts. These patients commonly present 0 the ofices o ECPs fo other ophthalmi diseases besides
blepharits, such as cataract surgry evaluation and contac lens discomfort. Accordingly, we believe that there i sigificant opportuniy o increas the diagnosisrae of Demodex blepharits through
ECP and ptient education that encourages examination of th disease in standard procice.

‘Despite the high prevalence of patients with Demodex blepharits and growing awareness of th disease amongst ECPs, thre are no FDA-approved thesapeutic fo th treament of
blepharitslet alone Demodex blepharis. Alihough we beleve biepharits and Demodex bepharits are sigaificanly under-diagnosed diseases, with limited teatment ateratives, thre are aieady
‘approximately 1.5 million annual Demodex blepharits diagnoses n the U.S. based on findings from a U.S. prevalence stdy (the “Titan study”) and data tht show blepharits clasifed per the
Intemational Clasification of Diseases, Tenth Revision, Clincal Modificagon (“ICD-10-CM-). Demadex blephartsis curently reated with  variety of ver-the-counter remedies such as e tree
o, wipes and arifical ters,as wellas off-label prescripion product, which often show sub-optima eficacy,are poorly tolerated and may lead tosignficant iitation and dissatisfaction for
patients. Furthermore, thes treauments do not typically eradicae the Deodex mites, which are the ot cause of Demodex blepharits.

‘We have conducted epidemiology and marketresearch on th prevalence of blepharits and potential adoption of TP-I3. Our research indicates approximately 58% of patients presenting
0 ECP offices have colarettes and, based on Gao et al. (2005): High Prevalence of Demodex in Eyelashes with Cylindrical Dandruf. Invst Ophth and Vis Sci, September 2005, Vol. 46, No. 3089-
3094 (the “Gao Study”) all patents with collretes werealso found to have Demodex mies.In aditon, our market esearch suggest the potenial fo a high levelof adoption of TP-03, if pproved.
In oursurveys, we interviewed approximately 250 ECPs, over 90% of whom indicated they would prescribe an FDA approved prescription therapy 25 istline treatment for Demodex blephariis.
Fusther, patents contnue to have underlying rsk of Demiodex infestation, 2 there could be a recurrence o reinfetation based 0n the presence of Demodex mite i the facial pores oven ater
eradicaiion of Demodex mites from the eyelid. Our Phase 2 daa from the Mars clinical tral (evaluated the safey and effcacy of TP-03 with a 26-day twice per day (*BID"), dosing regmen, ith
explocaory endpoints including collarette grade and mite density) an Phase 2b Jupite clinicl ia ( randomized, controlled double-blind ral with mite density and collrete grade s primary and
‘secondary endgoints,respectvely) ollowed patients t one year ater fout week treatment and showed meaningl recurrence of Demodex biepharits within six 10 ine months, which increased.
‘considerably one year afte reatment. Additionaly, the resulsfrom the observational extension study of the Phase 263 Satun-1 rial (e "Saturn-1 Extension study”),showed meaningful collarete
reducion in 63% of the parents at one year following.a sx week treatment. We believe there s 2
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significant opporunity 10 increase the diagnosi ate of Demodex blepharitis and build a significant new market with the potential approval of atherapy that acessesthe underlying cause o the
disease.

Blepharitis Overview
-

Blephariis i 2 common chronic ophthalmic id margin disease, which may lead t or exacerbate ocular surface disease. Blephariti s characterized by inflammation of th eyelid
‘margin, redness and ocular imitation, and i primarily diagnosed and reated by ECP, including ophhalmlogists and optometriss. Typicl signs and symptoms of blephariis include debris on the
eyelashes, redness of the eye and eyeld, mising or misdirected eyelashes, blurring of vision,imiation, i itchiness and ocular discomiort. Biephariti s challenging t0 manage, recurs frequently, and
8 progression can lea t0 scarring of the eyeld, lossof proper eyelid and ter-flm function, eveld and lah abnormaliis, inflammation ofthe conjunctiva and surrounding ski, suboprimal surgical
‘utcomes, cormeal damage, and potentially in exreme cass, blindnes. Furthr, according 0 studies we have conducted, approximately 56% of cataract atients have Demoder infestation, which
‘may increas therisk fo ifection atercataract and refracive surgery. Therefoe, treating Demodex blephariis may potentally improve patient satisfaction with caaract and refractive Surgery.
‘Additonall, the primary reason people stop wearing contact lenses is due to discomfort blepharits has been shown t cause contactlens intolerance. Therefor, treating Demodex blephariis may
reduce contact lens inolerance. We believe these benefits may lead 0 beter vision and improved activitis of daily lving for patents.

Maltipl factors can cause blepharitis,incuding infestation by Demodex mites, bacterialinfecion, clogging of the meiborian glands and seborrheic dermatis.

“The following images llusirat representative eyelids with Demodex blepharits demonstrating the characteisti sign o collretes:

2 Eye vmn—mﬁ
Demodex Blepharits

Demodex infestation i a major cause of blepharit, an we estimate that the pumber of Demodex blephariti patentsinthe U.S. may be as high s approximately 25 millon. Although
e believe blephartis and Demodex blepharitsare sighficanily under-diagaosed diseascs, with limited reatment optons, there are already an estimated 1.5 million annual Dernodex biephariis
diagnoses in the U.S. based on the Ttan study and coding for blepharitsclasifed per the ICD-10-CM. Demodex mites are the most common ectoparasite found on humans and are more kel to
‘cause infestation and disease with aging. Demodex biepharii typicall presenssbilterally in patients with th disease. There ae two species of Demodex, ollculorum and brevis, thatlive oa the
Skin o the face and eyelids. Demodex folliculorum, which is commoaly found in the follck, i the more common sub-species o mite tht causes Demodesx biephariis.

“The pathogaomonic g of Demodex blepharii s 2 specific type of eyeld debris known as the collarete, which s also sometimes eferre o 2 cylinrical dandruff or waxy scurf.
Coltarttes are compased of partially digeste epthelal cels, mile wast products and eggs among, other things and can be easly diagnosed by ECPS with a standard eye examination known as the
Slit amp examination. Other bothersome signs and symptoms of Demoex biepharitis that can lea o further disease progression include missing or misdirected eyelashes, crusting, redess of the id
‘margin, inflammaion of the lid margi, nflammation of the conjunctiva andior inflammaion of the comes, lso known as blepharoconjunciivitis and blepharokeratits. Demodesx biepharit s 2
progressive disease thatoften manifess with more severe sigas and symptoms I eft untreated, such as bluring of vision, mising eyelashes, comeal damage and potentiall, in extreme cases,
blindess. Furthermore, Demoderx biephariti can negatively impac daiy actviies and creste an emotional burden fo individuals with the disease.

“The following figures lustrae how Demodex folliculorum mites enter and reside n the eyelash follicles:
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Figure 3: Demodex folliculorum Mites Entering and Residing in Eyelash Follices

Demodex infestation can lea o Demodex blepharii i three main ways:
1) Mechanical: Overcrowded mitesscrape th epithelial cell lining o th eyelash folicleswith their claws and lay eggs, causing follicolar istention, misdirected lashes,
eyelash loss and iitation. Dead mites and collaretesaiso obsiruct the hair folicl operin, leading 0 inflammation.

2)  Chemical: Mites excree digesive enzymes asthey feed and exude digestive waste when they di, resuling in inflammation, redness, imiation and epthelial hyperplasia
3)  Bacteriak: Bactera living on the mite surface orinis gut may cause nflammation of th surrounding ocular tssues. As mites scratch and feed on he skin, the partially

digested epihelil cell, eratin, mite waste and e5gs combine t form collaretes. These collartie ar typically found at the base of the lash but can migate away as the hair
shaft grows.

“The folowing figure ilustrates collrees at the bas of an eyelash:

Figure 4: Collareties Are the Pathognomonic Sign of Demodex Blepharitis
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“The Gao sudy confirmed the pathognomnic relatonship of the colarette to Demodex infestation. The sy included 55 patients seenat the Ocular Surface Center in Miami, Florida to
etermine the prevalence of Demodex in eyelashes with colartis. All patents underwent a routine, complete eye examination and external photogsaph. Patiens were divided int three main
‘roups: those with collretes; those without collaettes and those who had been using daily Id scrubs for a full year; and as well as those withoutcollaretes who were not using daily 1 scrubs. OF
he thirty-wo patient n th study, 100% of patients with t least one colarete had Demodex present. Those patents without collareties were divided into two groups; patients who were using id
scrubs fora full year and those who were not.Orly 7% (=15) of patiets without collarettes and who were not performing the daily id scrubs had Demoder, while 50% (n=8) o those subjects
withous colarties, but wha were using daily ld scrubs with shampoo for 3 full year, had Demodex infestation, implying tha hygien alone did not eadicate the mites. Al 55 patients were seen at
‘one location and may not be representative ofthe U.S. population. However, subsequent studies including the two TP-03 pivotal Saturm stuies tha had >800 patients, consistenly demonstrate a
correlation between the presence of colaettes and Demodex mites.

Demodex blepharits can be diagnosed by ECPs with a lit amp exarmination, by confirming thepresence o collaretes. The slitlamp examination i routinely performed by ECPs a5
st of standard practice dring a customary eye examination, 5o diagnosing Dermodex blepharits via presence of colrettes would not involve any addiional equipment, raining or workllow
aleratons on the pat of the ECP.

Current Treatment Options and Their Limitations

‘Demodex blepharitis is crrently treate with 2 variety of ver-the-counter remedies such asteatre ol 1id wipes and arificial tears, as wel s offJabel prescription products for dry

“These approaches have significant limitation, including:

« timited eficacy of overthe-counter and off-abeltretments a5 well a5 device-based treatments admiristerein clinic by ECPs;
- insufficient definitive knowledge of diagnostc critri t guide treatment decisions;
“ prohibiive side ffects(ignifican burning and stinging) from reatmentstha target Demoder mites (e teatree oil):
= curentueatmenss do not typically eradicate the Demodex mites,leading 0 a chronic and progressive disease; and
- some treatments may be hanmful(e.g to meibomian gland epihelal cells).
‘According (0 the Tian real-world prevalence stuy, 75% of patient using ea re oils and 57% of those using 1d wipes were found © have a high prevalence of collaetes, indicating.

that current management ool fo i disease are Largely ineffectve. The Titan study was an IRB-approved, retrospective chart review of 1,032 patients acrosssix U.S.-based ophthalmalogy and
‘optometry practces conducted by seven investigators. The study was designed to bette understand the prevalence of Demodex biephariis via collaretes in U.S. eye cae clinis.

‘Our Approach: Treating Demodex Mies, 2 Root Cause of Disease:
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To address these limitations and high unmet need for effectively treating Demodex blephrits, we are developing TP-03, formulated 35 aneye drop, which we believe, if spproved, has
the potential 1o become the standard o care for Demodex blepharis. TP-03 i a novel therapeutic based on the drug, lotlane, which is designed o paralyze and eradicae mites and other parasites
theough e inhibition of parasite-specific GABA-CI channels. To dae, TP-03 has successfully met the primary and secondry endpoint, s applicable, i the completed Phase 23 Sacurn-1 and.
Phase 3 Saturn-2 randomized, placebo controlled pivotal ias,as well as each of the four completed Phase 2 rils. TP-03 was generally well tolerated throughout these rials. As a resl, we believe
that TP-03 has the potential 1 be the irstever approved therapeutic for Demodex blepharts.

TP-03 Eye Drops - Mechanism of Action

‘The active ingredient in TP-U3 eye drops s lotlaner a member of 2 new clas of anti-arasiic molecules calld isoxazolines It i a poent non-comperitive antagonist of
insect and arachnid GABA-CI channls. Lolaner i designed to eradicate Dernoderx mites by slectively inibiting GABA-CI channels, causing mite paralysis and eventual
death. It has demonsiraed o binding to human GABA-CI and otherfon channels (e.8. BERG) and thus Iikely has no known impact o the human nervous system. Lotlaner is 3
lipophilic molecul, which may promote ts uptake i the oily seburof the har ollc, where the mites reside. I clinical rial, TP-03 i topically appled o the e twice daily
0 ensure dlivery o the drug 0 the eyelid margin. Following mite eradication,collaretes eventuall clea from the eyelid since they are composed of mite-related waste.

‘The following figuresilusirate th intended poralysi of mite in the hair follicle by TP-03 administration:

Figure 5 Progression of TP-03 Application, Mite Paralysis and Eradication

Clinical Development Program

To date we have completed one Phase 1 ria, our Phase 2 rals, one Phase 213 trial, and ane Phase 3 ia for TP-03 in Demaex biepharits, all of which met primary, secondary andlor
certain explocatory endpoiat, while demonstrating th drug was well tolerated. The TP-03 pivotaltia results (Phase 2573 and 3) supparted the TP-03 NDA package subuitted 0 he FDA fo the
reament of Demodex biephari, and in November 2022, we announced the acceptance of our NDA submission package by the FDA with a PDUFA decision date of August 25, 2023.

The Saturn.2 Trial

I May 2021, we intiated the Satur-2 trial. It was a randomized, controled, mulicenter, double-masked ral stying the safety and eficacy of TP-03 forthe restment of Demodex:
blephrits. The Saturn-2 trial was similar in design and size o Saturn-1, which met the primary and al secondsry endgoints. The Satun-2 tral's primary endpoiat was the propartion
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of patents achieving collartt cure, defined as ro 10 two collaetes per 1. Secondary endpoiotsincluded the eradication of Demodex mites and the proportion of patients achieving a cure based o0
2 composit of collaette cure and erythema core (eyelid redness). A satitcall significant outcome for primary eficacy endpoints s ypicall one of the requiremenss for FDA approvalof a product.
A statistically significant outcome indicate that the probability o the outcome occurring at random i less than the pre-established allowed errr level, frequentlysetat 0.05 or 1in 20).

In May 2022, we announced positiv topline resutsof the Saturn-2 rial, our second TP-03 pivotaltial. The Saturn-2 ial enrolled 412 adults having. among other things, more than ten
collarttes perld and a least mild I erythema. All pre-specified prmary and secondary endpoints were met, TP-03 was welltolerated and complete resolution of Demodex blepharits was.
demonstrted i patients reated with TP-03 (lotilaner ophthalmic soluion, 0.25%).

Brimary Endpoint:
= 56% of patients on TP-03 achieved complete collartie cure, defined a5 o t two colarties per 1 at day 43, compared to 13% on vehicle (p<0.0001).

‘Secondary Endpoint:
= 52%ofpatiets on TP-03 achieved mit exadication efind 2 zro mites pe ah a day 43, compared o 15% an vehice (p<0.0001).
31%of pasiens on TP-03 compared 10 9% o ptints on vehice (p<0.0001) acieved complete i erythema cureat day 43.
19% of ptints on TP-03 achieved  complete composiecure, base n achieving both complee collaretecure and complet [ eyt cure, compared 10 56 n vehice (p<0.0001)
ay s

‘Sofety Profle:

= Consistent with th resultsfrom Saturn-1, Saturm-2 demonstrted that TP-03 was well olerated with a safery profie similar o the vehicle group.
= 91% of TP-03 patiens repored that the drop comfort was neutral 0 very comforiable.
= There were 20 serious restment-related adverse events nor any treatment-elated adverse eventsleading t treaument discontinuation.

Additional Anabysis:
= 89%of patients on TP-03 achieved a clinically meaningfl collarete eduction, dfined as zer0 1o ten collartis per 1 at day 43 compared 1o 33% of those on vehicle (p<0.0001).

The Saturn-1 Trial

“The Satum-1 tial was a randomized, contolled, multi center, double-masked Phase 2173 trial that evaluated th safety an efficacy of TP-03 in aduls with Demodex biepharis.In
‘September 2020, we commenced the Satum-1 trial and completed enrollment of 421 patents aged 18 and over having more than ten collretes o the upper ld and a lexst mild erythema of the upper
‘eyelid margin. Each patient had ot least 1.5 mites per lash on the upper and lower eyelids combined. One drop of TP-03 was self-sdministered twice pe day in each eve for six weeks. Enrolled
patient received no reatment or blepharit symptoms i id hygiene) duringthe rialor 14 days pior o enrollment. The primary endpoint was complere collarrt cure (grade zero defined 25 -
2610 10 tweo collarettes per 1) and the secondary endpoints included complete mte eradication (ite densiy of ero mites per lash) and composite cure (th presence of ero o two collaretes on the
upper eyeld and the absence of erythems (redness).

In June 2021, we announced positive resutsof the Satur-1 ral. The pre-specified primary and secondary endpoints were met, and complete esolution of Demodex blepharits signs
(e grade zer collretes) was demonstrated in patents teated with TP-03 (lslaner ophhalmic soluion, 0.25%).

44% o patents on TP-03 achieved the primary endpoint of complece colarete reduction a day 43 compared o 7% on vehicle (p<0.0001). 81% o patents achieved a significant,

linically meningful collarete count reduction defined as e o ten collaretes per id at day 43 compared to 23% of those on vehicle (p<0.0001). Additonally, a significat, clinically meaningful
collaete reduction was seen in 23% of patiens on TP-03 compared t 113% on vehicle 2 early as ay 8 (p=0.0003).
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“The secondary endpoint of complete mite exadicaton achieved suatisiclly significant resuls by day 15, and 68% of patients on TP-03 achieved mite eradicaion compared t0 18% o
vehicle (p<0.0001) at day 43.

For composie cure, 13.4% of patients on TP-03 achieved a complete cure based on a composite endpaint o collarete cure and erythema cure compared 10 1.0% on vehicle (p<0.0001) a1
day 43, Resuls for compleie erythema cure (199% of patiens on TP-03 compared to 7% of patients on vehicle, p<0.0001) and one grade or more erythema improvement (£5% of ptients on TP-03
‘compared to 28% of patientson vehicle, p=0.0002) were also satsticaly sgnificant. Addiionaly, 92% of TP-03 patints eported that the drop comfort was neutral o very comfortable. There were
70 serious treatment-elated adverse events nor any treatment elated adverse events lading 0 reatment discomtinuation.

In July 2021, we presented aditional datafrom the Saturn-1 Trilat the American Socecy of Cataroct and Refracive Surgery 2021 Annual Meeting demonsirating high trestment
response ates, an reinforcing the potential of TP-03 t0 be the sandard of care for Demader blephartis patient.

= 95% of TP-03 patiens showe asignificant improvement n mite coust, achieving <0.5 mites pr lsh
= 93%of TP-03 patiens improved by a least one collrete grade

‘We also announced resuls from an additional Satum-1 safey analysis, which reinforced TP-03's posiive profil,revealing that TP-U3 had no clinicaly significant adverse effect on
‘multiple safety measures including Corrected Distance Visual Acuity ("CDVA®), comneal saining, and intaocular pressure (“JOP), and no significant findings from sitlamp biomicroscopy or fundus
‘exam i the study. In adition, no impact 10 endothelialcel demsity ("ECDF) was demonsirated in asubset o 21 patients. ECD was further evaluated s part o the Satu-2 trial plan and also
demonstrated no impact. We believe that the reslt from our Saturn-1 ial,along with previously announced data,renforce TP-03's potential, if approved.

Phase 2 Clinical Trials

‘We have completed four Phase 2 clinicaltias o dae, along with one additonal ex vivo study, which included our Mars, Jupter, 0, and Europa cliical trals. Key eficacy endpoints
for our Mars and Jupiter clnica ral included collrete grode and mite dersity and key effcacy endpointsfor our o and Europa clinica rial included collrete cure rae based on collrete grade,
ehich w refer t herein s collrete cure rate, and mite eradication rae. TP-O3 me it primary, secondary andJor cetain exploratory endpoiats, 2 applicabl, in such rial, and showed statisically
significant cure and eradication rates in o and Europa. TP-03 was generally well olerated throughout these rals.

‘Commercial Strategy for Demodex Blephariis Launch

1f approved, we plan to commercialize TP-03 inthe U.S. with a speciaky salesforce,social and digital media, and ECP education campaigns (0 targeted pescribing ophibalmologists
‘and optomest. In our work with key opinion leaders and various associations (0 increase Demmodex blepharits awareness and education, we have highiighted prevalence,impact, and simplicity of
diagnosis of Demodesx biephariti. Our goal i t educate ECPs about the prevalence of Demodex blepbarii,simpliciy and effcient diagnosss and th positive profle of our products. In addition to
‘educating ECPs, we believetha patient awareness and identificaion is important and plan o increase awareness through education and marketing effors directed toward patients.

Consistent with our goal 10 educate ECPS, we have recently hired a ield medical eam tha s actively communicating with our key ECPS across the country. We have also lunched 2
s ocingdocse cdocaion campigh gt  cesed s awarenss andecouaging ECPS o mreprociveydgoseDemce epharid by icorprain el srcing s pr
Toutine exams.

Development of TP-03 for Meibomian Gland Disease (MGD)

Beyond Demodex blepharitis, we inten o explore the clinical potental for TP-03 i MGD, a chronic abrormality of the meibomian glands, which are glands o the nner part of the
eyelid thatsecrete ipids and other molecules tht re criical to maintaning a healhy tea film on the surfaceof the eye. MG is commonly characterized in part by a widespread clogging or
destruction of the mefbomian glands that can reult i tear film deficiency and i one ofthe leading causes of dy eye disease. Inthe U.S., MGD prevalence has been foun o be approximaely two-
thids ofthe estimated 34 millon dry eye patent population. One species of Desmodex mite, Demodex brevi, is known t0 infes the meibomian gland. and clinicl signs of MGD have been shown to
be correlted with Demodex brevs infestation. Wahile dey eye i 2 multi-factorial disease, TP-03 is deigned o relieve some of the key elements that may be contributing to MGD by vitue of causing.
the death of the Demodex brevi mites as wellas decreasing the inflammation of the eyeid caused by Demodex blepharii. In August
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202, we announced the enroliment of ou irst patient n the Phase 2 Ersa trialstudying TP-03 fo the treamens of MGD. We expect 0 report opline esults during he second haf of 2023.

“There are no FDA-spproved therapeutics for MGD, which is currently treaed with  variety o over-the-couter remedies such as tea tree il i wipes and aficial tears, as well as off-
1abel prescription producs fo dry eye. MGD i alo treated with n-office device procedures for gland expression (de-clogging) by an ECP. Despit these xisting tretments,there s tll  significant
need fo an effective prescripion therapeutic in MGD.

“The following figures llstrate & representation of Demodex mites infesting the meibomisn gland:

Figure 6: Demodex Mites Ifesting the Meibomian Gland

‘Our Additional Product Candidates.
TP-04 Topical Formulation for the Treatment of Resacea
Rosacea

Rosacea s achronic ski disease charactrized by facial redoess, inflammatory lesion, burning and singing. which can flae up i response (0 cetan riggers such as sun exposure or
‘emotional siress. According (0 the U.S. National Rosacea Society, approximately 16 million people n the U.. ar affected by rosacea and a study esimates rosacea prevalence can represent up fo
5.4% ofthe global population. There aretwo phenotypes for osacea: patients who present with papulopustlar rosacea ("PPR"), and patients who do not (non-PPR), with approximaely 55% of
patient presenting with the PPR phenotype and 45% presenting with the non-PPR phenotype. Accorting (o pimary research we conducted with dermatologists, o patients who are beng treated with
opical for rosacea, an estimated 18% of overal osacea patiens are seeking treauments, with PPR patiets generally more likely 0 seek reatment given the noticeable sympeoms.

“The cause of rosacea remains multifactorialbut there s increasing evidence that Demalex ites play a ole inthe isease. Stuies have found a corelation between Demodex
infestation and rosaces, with  higher density of Dermodex mites found i the skin of osaces patients than in controls. A proposed theory suggeststha the Bacillus oleronius bacteria has a pathogeric.
rol, contributing 10 skin inflammation and th signs and symptoms of rosaces: these bacteria are also know to be sensitiv (0 the antbiotics typicaly prescrbed to treat rosaces. Meamwhile,
‘Demodex mites have been shown o cary Bacillus olronius in ther igestive (racts, suggesting that Demadex may contribute 0 rosacea by being a transporter or the bactera that causs th disease.
Furhering tha poit, ther s evidence (0 suggestthat Bacilus oferonius forms asymbiotc elationship with Demodex, and tha both species mus: be present n order 0 cause the sigas and sympioms.
of rosacea. Other baceria such as Stophylococcus epidermidi, also potentially cartied by Demodex mites, may play a ole in the disease 2s well.

‘Current Treatment Options and Their Limitations
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Rosacea is currently teated through topical ant-parasitic creams like vermesin and other topicas inluding azelaic acd, and antibioicslike metronidazole, 2 well 5 oher therapes.
‘such a alpha agonists. An esimated 50% of rosacea patiets e on a east on prescription topical treatment. A curent sandard of cae, i n anti-parasitic drug composed of 15 Ivermectin cream,
but s only modesly effecive, takes 8 to 12 weeks 10 show efficacy andis around approximately $700 wholesale acquisition cost or a 30-day supply.

Other avalable products include Galderma's Epsolay.  topical cream conaining 5% encapsulated benzoy perovide and Jourey Medical Corporations Zilxi, a topical foam containing.
1.5% minocycline i being commercialized for the reatment of Subtype I rosacea, characterized by small, dome-shaped erythematous papules tht esemble acne but are asociated with burning and
stinging sensations.

‘While curren retments can addres the symptoms ofthe disease by reducing redness and decreasing papules and pustles,for the majorit of patient, complete clearance of these.
festures i not currently achievable an there sill exist an unmet medicalneed.

Our Approach: TP-04 Topical Formulation or Rosacea.

“To adressthis unmet need n the rosacea marker,lotilaner is being developed 25 a opical dermatology product, TP-O4, indaly fo the treatment of a more severe form of rosacea, PPR.
s designed to be active afer topical admiristration in sk with o systemic activity. Lotilaner's mechanism o targeting and killng Demodex mites has been established through our precinical
Study and clinical tials evaluting TP-O3 in Dernodex biephariis, which is why we believe it may be effective in another Demodex driven disease. We believe we can improve upon exising.

treaumens i the marker, ke ivermectin cream (Soolantra),with an API that is potentially more effective (longer halL-lfe, more ipophilic, greate therapeutic window). We believe a onger hall-lfe
Iea . more durble an lon.Laing eatrea nd hat e poph s cxpecte 10 provide et syl i e Sepum i th follle a ebackous g where e e, s
increasing he opportuniy to arget and eradicate mites and a greater therapeutic window. We futher believe there is potenial for TP-04 0 be evaluated in combination with topical ani-inflammatory
agentsor vasoconsticors.

‘We have complted th iital preclinical st for TP-04 and have seleced a topical ormulation for ealy clinical studies. We intend to leverage systemic preclinical data from our
TP-03 program (such as embryofetal development studie, genotonicity studies and safety pharmacology studies, and augment with the dermal toxicology studies. We plan o evaluate whecher TP-04
i sae and effective t treating the symptoms of PPR in the Galatea study, a Phase 2a ial being conducted in Canads, and in March 2023 announced the initation of this rial. Prior to commencing
clinical ral i the U.S. for TP-04, we will need t0 obtin an invesigational new drog application (‘TND") from the FDA.

TP-05 Oral Formulationfo th Potential Prophylactic rotection aganst Lyme Disease
Lyme Disee

Lyme disease s the most common vector-borne disease in the U.S., caused by infection of Borrelia bactera following bie by a tck vector, predominantlyticks of the Ixodes genus
(namely Fxodes scapulars n the U.5.). There ae approximaely 80 millon people inthe U.S. at sk of Lyme disease exposure, over 27 million of which are t moderate o ighrisk and there are.
reater than 400,000 reporte cases i the U.S. each year, which i believed to be an underestimation o the actual cases. We estimate a greater than S1.3 bllion impact 0 the U.S. healthcaresystem as
a esult of Lyme disease. Lyme disease occurs most commonly in geographical areas where the Ixodes scapolars tick isprevalen, namely inthe Northeast and Mid-Atlantic regions of the U.S., but
alsin sher regions of the U.S. Lyme disease also occurs incertain pars of Europe, ypicaly resling from a differnt Ixodes species vecor.

“The mechanism of Lyme disease infectionis well understood. Borrelia bacteria colonizes he salivary glands ofth tcks, and the infected saliva i transmitid to the human host when a
tick attaches 10 person for feding. The transfer usually occurs at the conclusion ofthe feeding and therefore, th probabilit of Borrela ransmission, and thus the isk of Lyme disease, increases.
it the duration of the tick’s atachment. Borrela s rarely transferred during the st or even second day of feeding but ransfrs quie eficiently during and aftr the third day of feeding (48
hours). This window from the time of bite to the time of ransmission offers an opportunity for intervention to prevent Lyme disease fthetick can be kied prior to the ransfer ofthe Borrelia
bacteria.

Lyme disease can be a serious condition that may affect multple organ systems and produce a broad range of symptorns. Ealy symptoms include alocalzed rash, fever and fatigue.
More severe, sometimes chronic, symptoms may evolve a the infection spreads,inclding fever, muscle an joint pain, peripheral and central eurological deficits and lymphocytic meningits. Lyme
disease can be successfuly reated it oal anibiotics when disgnosed sulfcienly arly: but chronic symptoms can commonly persist beyond ntibiotic testment. Because many peopl are either
undiagnosed o misdiagnosed, the treaument of Lyme disease with anbiotics may be commonly delayed or absent.
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Current Lyme Prophylaxis Options and Their Limitations

Lyme disease i curently prevented through behavior moification - avoiding areas where ticks are prevalen:, wearing cloching which minimizes tick exposure, usng insectrepellants,
and physically remaving icks that have aiached. Wit the exception of removing attached ticks, none of these approaches prevens the transmission of Borrlia post-bite.

‘Moreover,ther are currenily no FDA-approved small moleculesor biologics for the prevention of Lyme disease. A vaccine for Lyme disease, LYMERIx, was developed and launched
by SmithKline Beecham in 1995. Approximaely 1.5 millon doses ofthe vaccine were sod in 1995, bu the product was quickly pulled from the market following negative pess and a class-action.
itigation claiming a dangerous ide ffect rofile. We are aware of a second vaccine currently under development by Vaineva in parmership with Pizer for Lyme disease, VLA-15, an mRNA-based
vaccine being developed by Yale Universit, and  pre-exposure prophylaxi injectabl therapy being develope by MassBiologics involving a human anti-Lyme monoclonal antibody.

‘Our Approach: TP-05 Oral Formulation for the Prophylactic Protection agains Lyme Disease

‘Since Borrela is usually ransferred during the second or thirdday following  tck bite, our approach i to eradicae th tck before it can ransmit the baceri. To do this, we are
developing TP-05 a5 a oral formulation of lotlaner. We are targeting potentaly a least 30 days of prophy/lacic protection against Lyme disease with 2 simpl oralregimen of TP-05. Given that
lotilaner was developed specifically,in par,to ecadicat tcks with systemic administrtion 0 domestcated animals such s dogs o cats, the pharmacology of otlane for Lyme prophylaxis s well
‘understood. Similar {0 s mechanism agaiest Demodex mites, lolaner s a potent non-compeitve antagoaistof tick GABA-CI channels. Antagonism of these channels inticks induces paralysis and
eventual death. The high selctiity for nsect and arachnid GABA-CI channels over human channels where there has been no demonstated binding i a highly advantageous part of the profile o the:
‘molecule. Extensive preclinical systemic toxicology and safety pharmacology studies have been performed by third partis to date and support advancing TP-05 into clinical development. Lotlaner
s a long, approximate 30-day systemic haf-ife in dogs, which we believe could provide for a convenient oal administration.

In Decemmber 2022, we anmounced posiive opline resurs from the Phase 1 Callisto il for TP-05, a novel, oral, pon-vaccine therapeutic fo the prevention of Lyme disease. The
Calliso rial was 2 andomized, double-blnd, single and multple-sscending dose rialtht evaluatethe safery, oleabilty, and PK of TP-05 i healthy subjecs. Resuls rom thetrial showed that
“TP-05 was well tolerated with 70 dose-relted or rug-related serious adverse events. Phamacokinetic data rom the trial demonsirate rapid absorption and an extended half-ife of TP-05 that
potentialy supports a convenient oral regiment supporting its potenia a a apid onset, prophylactic therapy for Lyme disease. Aditionally, exploratory ex-vivo tck kil modeling that uilized serum
from TP-05 tested subjecs demonsirated potet,rapid Killng of adlt and nymph ticks. In Decemmber 202, we aso announced the iniiation of the Carpo tril, evalusting TP-05 fo the potential
prevention of Lyme disease n humans. The Carpo tial is  randomized, double-blind tial that wil evaluate the eficacy of TP-05 in killng b grown, non-disease carrying icks after they have.
attached 1 the skin of healthy volunteers, as wel as confirmthe safecy, olerabilty, and biood concentration of TP-05.

‘There are curently no FDA-spproved pharmacological prophylactic options for Lyme disease. We believe TP-05 i currenly the only non-vaccine, drug-based, preventive therapeutic in
development designed o ill tcks 1 potentiall prevert Lyme disease transmission. I is designed 0 rapidly provide systemic blood levels of lotlaner, a well-characterzed anti-parasitic agent.
potentally suficient to paalyze and kill nfectd tcks atached t0 the human by before they can ransmitthe Borrela burgdorfriinfection that causes Lyme disease.

Chemistry, Manufacturing and Controls ("CMC")

‘We do not curently own or operate and curretly have no plans o establish faciltes for manufactring,storing. distribuing o teting our product candidates. We rely and expect 1o
‘continue 0 rely forthe foreseeable future on contract manufacturing organizations ("CMOS") to manufacture and supply our preclinical and clinical mateials 0 be used during th development of
ourprodct candidates. We have assembled a team of employees and consultans o oversee our echnica quality and CMOs..

“The product candidate TP-13 inclodesthe lotlaner, API, formulated intoa topical eye drop formulation. Only one dose srength of TP-03is currendly being developed, 0.25% lotlaner
solution.

‘We believe tha the exising capacity of our current API supplier will be sufficient 0 support commercial scale-up, validation and commercal aunch activitesif TP-03 i approved. Our
‘current supplier currently manufactures curent good manufacturing practice ("cGMP")loilaner at multple geographically distinct faclities.
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Althosgh we have reled on a single supplier for both non-clinical and clinical supply for loilaner under cGMP protocols and 3 single CMO to manfacture TP-03 and o perform
analytical tesing service, i i our intent to entify and qualify additional manufacturersto provid lotlaner and drug product manufacturing and analytical testing services. The drug product
‘manafactuing is a compounding and asepic flling operation that we believe could b transferred t additional CMOs as necessary. We have identifed supplies for TP-04 topical formulaton for
rosacea and TP-05 oral formularion for Phase 112 ials for Lyme disease.

(Ou hird-party service providers, our third-party supply chain providers, thei faciltes and the TP-03 used in our clinical aial o for commercial sale are required t0 b in compliance.
it the requirements of CGMP. The cGMP regalations govern manufactring processes and procedures, ncluding requirements relating (0 organization of personnel, buiklings and facilies,
equipment, contrl of components and packaging containers and closures, production and process controls, packaging and labeling contrls,holding and disribution, aboratory controls,records and
reports, and reurned or salvaged prodicts. Product candidates used i lte-stage clnical rals must be manufactured in accordance with ¢GMP requiremen's and manufacturing specifications and
processes mastsatisfy FDA or other authorities” requirements before any product is approved and before we can manufacture commercial prodce. Ou third-party manufacturers are alo subject 1o
periodic inspections of faciltes by the FDA and other authoites, incluing procedares and operatons used inthe tesing and manufacture of TP-03 o assess compliance with applicable regulations.
Our filure, o the filur of our thirdpaty providers and supply chain providers o comply with such satutory snd egulaory requirements could subject s 0 possibl legal or regulatory action,
including clinica holds, fnes, injuncions,civil penaties,delays, suspension or wthdrawal of approvals,license revocation, suspension of production, warning letters, the seizur or recall of
products, operating restritions and criminal prosecutions. Any of these actions could have a material impact on clnicalsupplies of TP-03 or our other product candidates. Contract manufacturers at-
imes encouner difficulties nvolving production yields, qualit control and quaity assurance, as wellas shortages of qualifed personnel.

Competition

“The biotechnology and pharmaceutical industriesare charactrized by rapi technological advancemen, sigaificant competiton and an emphass on intellectual poperty. We face
potertial competition from any diffeent sources, including, msjoe and secialy pharmaceutical and botechnology companie, scademic rescarch nsttutions, governmental agencies and public and
private research nstittions. Any product candidates that we successfully develop and commercialize will compete with exsting approaches and new therapiesthat may become availabl i the
future. We believe tha the key comperiive fatorsaffecting the success of any of our product candidates willinclude efficacy, combinabiliy, safecy profile, convenence, cot level of promotional
actvity devoted to them and intellectual property protection.

‘While there ae 1o currenty available on-label prescription pharmaceutical teatmenss avalable for he reatment o blepbariis or Demadex blephards specificall, 2 nummber of ther
reatment are curenty availabl fo th treament of blepharts inthe U.S. Current reatmentsfor blepharits inthe U.S. nclude overthe counter and of-Jabel remedies such a ta tree ol i wipes
‘and aficil tear. We are aware of ther companies developing prescription therapies for blepharits, inclding Azura Ophihalmics, Aperta Biosciences, LLC, Formosa Phamoceuticals, Ic..
Glaukos Corp., Hovione Scientia, Nicox SA, Premark Pharma, Quorum Inmovarions and Viati. To our knowledge, Azura Ophihalmics, Aperta Biosciences, LLC and Glaukos Corp. are the only
‘companies currently focused on Demadex blepharits and Nicox SA and Premark Pharma ae the only companies ith blepharts programs tha have completed Phase 2 trils.

‘Many ofthe companies against which we may compete have significantly greaer inancialresources and expertise i research and development, manufacturing preclinical testng.
‘conducting clinica ral, obaining regulatory approvals and marketing approved products than we do. Smaller or erly-stage companies may also prove o be sigafican competitors, paticularly
hrough collaborative amangements with large and etablished companies. These competitors also compete with u i recruiting and retaining qualified scietific and management personnel and
estabishing clinica rial it and patient rgistration for clinica ral, 2 well 2 n acquiring technologies complemenary 1, 0 necessary for, our rograms.

‘Sales and Marketing.

1 TP-03 receives marketing approva, we plan to commercalize TP-03 in the U.S. by developing our own sales organizaton targeting  subset of the approximately 15,000 prescribing
ECPs i the U.S. Throughout our commercialization effots, we have commenced and inend o further educate ECPs on Demodex blepharits and how to properly diagnose it by having patients look
‘down during astandard it lamp examination. Given the impartance of inceasing awareness and educating patients wth blephariti, we have deployed focused social and digital marketing.
‘campaigns for TP-03. During 2022, we began the expansion of our commercial organization to support ou business growth and the commercial leadership needed for TP-U3 commercal launch
readiness n thesecond half of 2023 We expect this commercial expansion to continue with 3 meaningful rmp during 2023 as part of our TP-03 commercialLaunch-readiness actviies.
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Ouside the U, we inend 0 further develop commercialization stratogies or TP-03, which may include collaboraions with other companies In March 2021, we executed an out-
Ticense agreement with LianBio, granting exclusive commercial rights of TP-03 for the treatment of Demodex blephariis and MGD within the China Terrtory. The teras of his greement are futher
described below within License Agreements: LianBio Agreement.

Intellectual Property

‘We protect our intellectual property rights and proprietary technology with a combination of paten rights that we own o icense n certan fields of use, trodemark rghts, confidentiality
procedures and contracual provisions. We seek not only to proect o ntelectual property ights and propritary techology in select key global markers, ut also o supplement our itellectual

property porfolo with new filings and applications to enhance such protection and support commercialization of current and future product candidates. To tha end, we continue (0 ek prosection for
o echaiogiea o e beanio efos vy Hin mew it s rademta splcamions when an where speepeae In e vt cosofbuioes, we e e, when posible
‘compositon, method of use, dosing and formulation paten protection, a5 well as manafactuing and drug development processes andtechnology.

Our patent porfolio incudes a combination of ssued paents and pending patent applications licensedfrom third parties, s well s those assigned solely 10 us based on our ongoing
development acivities. The patents and applications in our portfolo can be caegorized 2 elated to TP-03, TP-04, TP-05 or future pipeline product candidates and aernaive technologies. Some of
‘ur issted patents and patent applications are exclusively licensed (0 u i therapeutic felds of us from Elanco. The patents and patent applictions awned by o licensed o us worldwide include:
‘approximately 40 issued patens and approximately 57 pending patent applications.

‘We n-licease certain of such paents and patent applications from Elanco. These patents nd patent applications relate 0 lodlaner and are issued or pending in, for example, the U,
Austala, Brazil, Canads, Chile, China, several Europea eritories, India, Japan, South Kores, Mexico, New Zealand, the Russian Federation, South Africa and Taiwan. The licensed-In portolio
includes approximately 38 issved patents and approximately 4 pending patent applications;the issved patents and at last some o the pending ptent applications include composiion of matier
claims. The estimated natual expiation dae of th issued in-licensed patens is approximately 2029 with a potential extension unil 2032.

Approximately 35 of our owned patents and pending patent applications include trestment and composition of matter claims which reate to our TP-03 product candidate with respect 10
‘ourlead indication (e.., soxazolin parasiticdes fo th treatment of Demodex bepharis), as wel s othe conditions. These pending patent applcation include applications n the US., Ausralia,
Brazl, Canads, China, Europe, Hong Kong, Israe, India, Japan, South Korea, Mexico, New Zealand, the Russian Federation, and South Africa. We have two granied patents with reatment claims,
US. Pat_No. 10,835,517 issued on November 17, 2020, and U.S. Pat. No. 11,157,847 issued on December 14, 2021. The esimated natural expiration date of these issued patents are 2033, and if
‘addiional ptentsissve onthese pending appiications of ours,the esamated noural expiration dtes are between approximately 2038 and 2040.

Our contnuing research and development activitis,techaical expertise and contracual arrangements supplement our exstng intllectal property protection and help us maioain our
‘compeiive posiion, and we rey on trade secret t protect our propritary nformation and technologies, especially where we do not believe patent protection is appropriate or obtainabl, or where.
such patents would be dificu to enforce. In order to maintain such rade secres and other proprietary information, we rely in parton confidentality agreements wih our employees, consultants,
‘contractors, outide scentific collaborators and other advisors.

‘We also protectour brand through rademark rights. We ar th regisered ovwner o approximately ine U.S. pending trademark applcations. I order o supplement the prosection of our
brand, we also own  least three registered interet domain name.

License Agreements
January 2019 Elanco In-License Agreement for Skin and Eye Diseases or Conditions in Humans

In January 2019, we entered ito an agreement with Elanco granting us an exclusive, worldwide, sublicensablelicens t0 certin intelectual property for the development, marketing,
‘and commercialization of lotlaner for the treatmen, pallation, prevention or ure of any eye or skindisease o condition i humans (a5 amended, the “Exe and Derm Elanco Agreement”). We are

‘obligated 1 use commercialy reasonable effrts to develop and commercialize products comprising olaner and must achieve cetain developmental milestones within specified achievement
deadlines. I we ail 1 meet these abligaions, Elanco has the rght (0 erminate the Eye and Dem Elanco Agreement. We uilize the intelectual property licensed
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‘under the Eye and Derm Elanco Agreement in our TP-03 and TP-04 product candidates. We are permited t have certain third parties manufacture lodlaner for s and, upon Elanco's consent.
‘addiionalthird partes.

e made a 1.0 millon upiront paymenta execon o he Eye and Derm Elanco Aggeement i January 2019 and aso made areuired 1.0 million clisical milestone payment n
‘Sepsember 2020, ssocated wit the st wo . pivra il for the eatment of Demodex lepharis We paidan diionl 520 millo for our second pivocl uial miistone n Apel 221,
‘whic was rcorded inresearch and development expens n the accompnyin Statement o Operaions and Comprhensive Loss forthe year ended December 31, 2021 The Company made.3
contractal payment of 25 millon o Elanco fllowin the eceptof 25 milon of roceedsfrom LionBio dring the sccond quarer o 2021 I June 2022, the Company made a contoctual
prepaymentof 1.5 million tha canbe applied towards any milesionestha become due underthe Exe and Derm Elanco Agreement and/o he Company's in-license agreemen with Elanco, graning
it wordwide icensetocenain intllectalproperty forthe developmentand commercializaton oflclanerfr th weamen,pallaion,prevention,orcure of “aloer” discases an condiions i
umans . beyond hat of heeye orskin) s amended in June 2022 the *All Human Uses Elanco Agrement). In December 2022, the Company recogized S0.4 millon f cost o icense fes
and colaboration evenue n the accompanying Statemens o Operations and Comprehensive Lossfo the vear ended December 31, 2022 upon receipt o $10 millo of cash proceeds fom LianBio
for the achievemens of a lnical development milestone, which was applied aains he S1.5 million prepayment.

I accordance with the terms o the Eye and Derm Elanco Agreement, we are obligated 10 make further cash payments to Elanco upon our achievement of various clinical milestones up.
10.an aggregate maximum of $3.0 million and various sales milestones up 0 an aggregate maximum of $79.0 millon.If we eceive paymens from sublicensees, we ae obligated 0 pay Elanco a
variable percentage beginning n thelow double-digits of such proceeds and decreasing afte cerain milestones ae met, except for sublicense revere generated afte achieving regulatory approval
for the use of fotlaner o rea or cure any eye or kin disease o condition i humans. We owe Elanco tiered royaltes during the royaly term i the mid-o-high single digits on our future net ales
an those of our sublicensees. The royalty term for any icensed productin a given country commences on the dateof fist commercal sal of such licensed product and ends on th Latest of ()
‘expiation of the lastto-expire of the licensed patents which has at least one vald claim, () the expiation o regulatory exclusiviy and (i) ten years afte th first commercial sle of such licensed
product n such county. The Eye and Derm Elanco Agreement shall expire o a icensed product-by-lcensed product and country-by-couniry basis upon the expiration of the applcable royaly term
it respect 0 such licensed productinsuch country. The achievement deadlines for eye-elated dilgence milestones range between 18 mothsafter contract execuion t six years afte confract
‘execution. The achievement deadlines for dermatological diigence milestones range between 24 monihs aftr contract execution o nine yearsafer contract execution.

Either party may terminate the Eye and Derm Elanco Agreement upon a material breach by the other pary. solely n the country petaning to such breach,tha s not cured within 60
days afte receiving written noice thereof.If we fail o comply with our development oblgtions under the Eye and Derm Elanco Agreement,and falto remedy such falure o cure such breach
within 60 days, Elanco will have the right o terminate the Eye and Derm Elanco Agreement. If we fail 1o meet any diligence milestones by the achievement deadlines set forh i the Eye and Derm
Elanco Agreement forany reason other than those outside of our reasonable contol, and such milestones emain unmet for 120 days after Elanco nodfies us thereof, Elanco may terminate the Eye.
and Derm Elanco Agreement.1f we ail to meet certain dermatological milestones by the achievement deadlnes set forth in the Eye and Derm Elanco Agreement for any easons other than those.
‘outside of ou reasonable control, and such milestones remain unmet for 120 days after Elanco noifes us thereo, Elanco may imit our field of use under the Eye and Derm Elanco Agreement o the
reatmen. pallaton, prevention or cure o eye diseases or conditionsin humans only. f Elanco terminates the Eye and Derm Elanco Agreement for our failure 0 achieve a development milestone by
the spcified achievement deadline, then we must grant Elanco 2 non-exclusive, sublicensabl, royalty free licemse to our patents and know-how relating t lotilaner o develop, manufactare and
‘commercialize lolanes and any licensed producis fo th treament, pallaion, pevention o cure of any eye or skin disease o condition in humans. Elanco may aso terminate the Eye and Derm
Elanco Agreement if we, our afiites or sublcensees initate proceedings (0 Gppose Elanco’s licensed patents and such proceedig is not withdrawn within 30 days of Elanco providing notce o us;
provided tha Elanco may not terminatethe Exe and Derm Elanco Agreement for a challenge by asublicensee f we terminate the sublicense with such sublicensee within such 30 day period.

Undertheterms o the Eye and Derm Elanco Agreement, we granted Elanco a worldvwide, sublicensabl, oyalty.free, perpeuallicens t0 our patenssrelated o lotilaner and the
lcensed products and to o know-how t research, develop, make and commercilize lotilaner and th licensed products for all pplicatons in non-human anmal, agricultral applicaton, seed
reatment applications and urban pest applicaions related 0 tructural, e, Lawns and gardens. We also granted Elanco an exclusive royalty-free, perpetuallicense o any intllectal property we.
‘conceive from our use of lotaner applcationsin noo-human animals, agrcultural application, seed reatment applications and urban pest applcations related 0 structurl, e, lowas and gardens.
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Elanco retains the sole responsibiliy 0 prosecute the patents they icense 10 us and hasthe first ight 0 enforc thelicensed intelectual roperty against third paties n the licensed field
of use but cannot see or dispose of any such acton without our written consent.

‘Sepiember 2020 Elanco In-License Agreement or All Other Discases or Condidons in Humans

I September 2020, we enteed i an agreement with Elanco granting us an exclusive, workdwide,sublicensablelicense 0 certan iellctual property fo the development, markeing.
and commercialization of lotlaner foral applications i humans otherthan th treatment, pallaion, prevention o cure of any eye or skin disease or condition (the "All Human Uses Elanco
‘Agreement”). We are bligated 0 use commercially reasonable eforts 10 develop and commercialize poducts comprising lodlaner and mast achieve certain developmental miletones within
specified achievement deadline. I{ we fai t0 meet these obligaions, Elanco has the rght 0 terminate the All Human Uses Elanco Agreement. We utilze the intelectual property icensed under the
‘Al Human Uses Elanco Agreementin our TP-05 product candidates. We ae permitted t have certin tird paties manufacture lolaner for v and, upon Elanco's consent, additonal third parte.

‘Under the terms of he All Human Uses Elanco Agreement, we issued 222,460 shares of common stock to Elanco a the exccution of the September 2020 Agreemen, with an estimated
fair value of $3.1 millin (5140003 per share, approximating th issuance price of our Seres C preferredstock in September 2020).

‘We are required o make additionalcash payments o Elanco upon the achievemen of various clinical miletones for an aggregate maximum of $4.0 millon and various commercial and
slesthreshold milestonesfor an aggregate maximum of $77.0 million. I adiion, we are bligate 0 pay contractual royalies (0 Elanco for sales inceran counties. I we eceive paymen rom
sublicensee, we are bligated 0 pay Elanco a variable percentage beginningin the low doubl-digisof such proceeds and decressing after cerain miletones ae met, excep forsublcense revenue
‘generated afte acievin regulatory approval for the use of ltlaner t applications i humans othr tha 10 et o cure any eye o skindiscase or condition. We awe Elanco tered oyaties during
the royaly term in the mid-{o-igh single digitson ourfuure nt sales and those of our sublcensees. The royaly tem for any license product i a iven couriry commenes on th dateof first
commercial sleofsuch icened product and ends o the atest o a) expiration of the st t-expir o the lcensed patentswhich has at leas one vald cla, () the expiration of reglatory.
exclusivity, and (c) ten years after the firs commercal sale of such icnsed produc in such country. The All Human Uses Elanco Agreementshall expire on  licensed productby-licensed product
and county.by-country basis upon the expiation of the pplicabl royaltyterm with respect 0 sch lcensed product n such country. The achievement deadlines for dilience milstones range
between 24 months afer contract execution fo sx years atercontract execution.

In March 2021, th Company isued 187,500 share o its common siock o Elanco to maiiain the All Human Uses Elanco Agreemen. These issued shaes were valued a $5.5 millon,
based on ou closing sioc priceof $29.30 per share o the dat hi ssuance became conracualy equird and s reprted ithinresearch an evelopment experse o1 th accompanying Sstemen's
of Operations and Comprehensive Loss for th year ended Decernber 31, 2021. In December 2022, we achieved a clinical milestone rlaed o the niation of our Phase 2a clinica rial for TP-05
which rggeredtherecogition of $0.5 millon of research and development experse on the accompany ing Sttements of Operations and Comprehensive Loss for the year ended Decerber 31,2022,
which parilly offset the 15 millo prepayment made to Elanco.

Either party may terminate the All Human Uses Elanco Agreement upon a maerial breach by the osher pary, solly n the country pertaiing 0 such breach, that s not cured within 60
days afte rceiving written noice rom the other party. If we fail & comply with our developement oblgations under the All Human Uses Elanco Agreement, and fail o remedy such failure or cure
Such breach within 60 days, Elanco will bave the right o terminate the All Human Uses Elanco Agreement. If we ail o meet any diligence milestones by the achievement deadlines set forth n the
Al Human Uses Elanco Agreement for any eason ocher than those outside of our easonable control, and such milestones remain unmed for 120 days afer Elanco notifes us o th falure 0 meet
such diligence milestone, Elanco may terminate the Al Human Uses Elanco Agreement.If Elanco termiate the All Human Uses Elanco Agreement for our failue t achieve a development
‘milestone by the specified achievement desdline,then we must gran Elanco a non-exclusive,sublicensable, royaky free lcense 1 our patent and know-how relaring o lotlaner to develop,
‘manufacture and commerciaize llaner and any icensed prodctsforal applicationsin humans other than the testment, paliation, revertion or cure of any eye or skin disease or conditon.
Elanco may also terminate the All Human Uses Elanco Agreement if we, our affiliates or sublicensees nitiate proceedings to oppose Elanco’s licensed patents and such proceeding is not withdrawn
within 30 days of Elanco providing notice 0 us; provided tha Elanco may not erminate the All Human Uses Elanco Agreement for achallenge by a sublicensee i we terminate the sublicense with
Such sublicensee withinsuch 30 day period.

Under he terms of the Al Human Uses Elanco Agreement, we grant to Elanco a non-exclusive worldwide, sublicensabl, royaltyee, perperal license o our patents relased to
Iotilaner and th licensed products and 1o our know-how 10 research, develop, make and commercialize lotilanes and th licensed product fo all applicaions in non-human animals, agrcultural
applications, seed reatment applications and wban pest appicaions related o sructual, ur, lowns and gardens.
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‘We akso grant o Elanco an excusive,royalty-free, perpetuallicense to any intliectual property we conceive from our use of lotlaner foral applicationsin non-human animals, agricultural
application, seed treatment applcations and urban pest applications related o structral, urf, lwns and gardens.

Elanco retainsthe sole responsibility 0 prosecute the patents they icense 10 us and hasthe first ight 0 enforc thelicensed intelectual roperty against third paties n the licensed field
of use but cannot see or dispose of any such acton without our written consent.

LianBio Agreement

On March 26, 2021, we entered nto a development and license agreement the “China Ot License”) with LianBio fo it exclusive development and commercialzation righs of TP-03
(ocilaner ophihalmic soltion, 0.35%) n the China Terrtory for the reatment of Demodex blepharits and MGD.

“Through December 31, 2022, we received payments from LianBio totaling $80,0 million comprised of inital consideration of $15.0 million and $65.0 millon or the achieverment of
specified milestone events.

e will e eligble o receive further consideratonfrom LianBioupon heacieerment o aiona TP-03 eves,inclaig: ) adionl development miesone poyments o up 030
aggregae of $25.0 milion (ncludes$2.5millon for s miletone iggeredin February 2023, () Chin-based TP-03 sales threshold milestone pyment of p 0 an aggregate of $100.0 million, ()
tiered low-to-higheen oyalie for the Cina Teriory TP-03 product sales, and (v)vesting of  LianBio equity warrant upon ceain regulatory milestones. The tem o th China OutLicense wil
expire upo th expiration oftheroyalty term i he China Tericey, 2 defined  th agremen, s el terminted.LinBio may s tesiate the China Out L icensefo ay 16250 0o
ninety days’prioe notce 0 5.

Government Regulation

‘Government authoriies i the U.S. at th federa, stte and local evel and n other countries extensively regulae, among other things, the research, developmen, testing, manufacture,
‘quality contol approval,labeling, packaging storage, record-keeping, promotion, advertising distribution, pos-approval monitoring and reporing, marketing and export and importof drug products
such 2 those we are developing. Generlly, before a new drug, can be markeed, considerable data demonstrating it quaity,safey and efficacy must b obiained, organized into 3 format specific for
ach rogulatory authoriy,submitied for review and approved by the regulatory authorty. We will e required t0 navigate the various preclnica, clnical and commercial approva requirements of the
‘overning regalatory agencies of the countrie i which we wish o conduct tudiesor trial orseek approval of our prodact candidates. The processes for biaining regultory approvalsinthe LS.
‘and oher counties, as appropriaie, along with subsequent compliance with appropriat federa,state local an foreign statutes and regulations, require the expenditure of substantal time and

US. Drug Regulaton

I U.S.,we are subjec o extensive regltion by the FDA which regltes drugs under the Federal Food, Drug, and Cosmetic Act (the “FDCA"),and its implementing reglations.
FDA approval isrequired before ny new unapproved drug or dosage form, incuding a new use of 3 previously spproved drug, can be marketed inthe U.S. Drugs aso are subject to other federal,
state and local statses and regulaions. The process of oblaining regulatory approvals and the subsequent compliance with appropriae federal,sat, local an foreign satutes and regulations requires
the expenditre of substantial time and financial resources. Filure 0 comply wit the applicable US. or foreign requirements at any time during the product development process, pproval process o
post-marketing may subject an applicant o vriety of administzative or judicial sanctions,such as the FDA's refusal 10 approve pending NDA, withdrawal of an approval, imposition of a clinical
bold, issuance of warning or untied letes, productrecals, prodoct sezures, total or prtal suspension of production o distrbution,injunctions, ines, refusals of goverment coniracts,retitution,
disgorgement o civil o criminal penalies. Any agency or judicial enforcement action could have a material adverse effect on our business, market acceptance of our poducts, and our reputation.

Our product candidatesare considered small molecule drogs and must be approved by the FDA through the NDA process before they may be legally marketed n the U.. The process
‘genecaly involvesthe following:

= compleion of extensive preclnical st in accordance with applicable regulations, incuding sudies conducted i accordance with good laboratory practice ("GLP")
cequurements:

= submission 1 the FDA of an IND, which must become effective before human clinical tials may begin in the U.S. and must be updted annually or when sigaificant
changen are made:
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 approval by an independent IRB orindependent ethics commitee at each clinical ia it before each ral may b initited;

« performance of adequate and well-conrolled human cinicaltrias in accordance with applicable IND regalations, GC? requirements and other clinical ik elated
regalations t0 establish substantial evidence of th safey and efficacy of the investigational poductfor each proposed ndication;

+ submission to the FDA of an NDA;
 adetermination by the FDA within 60 days ofis receiptof an NDA to acceps the submission for review;

« satisfactory compltion of an FDA pre-approvalinspection of the manafacturing faclty o facilities where the drug will be produced o assess compliance with cGMP.
requisements, an of seleced clinical investigational it t assess compliance with GCP;

= potendal FDA aucit of the precinical sty and/or clinicalral st that generated th data n support ofthe NDA fling:
= paymentof user fees for FDA review of the NDA;

= FDA review and approvalof the NDA, including consideraton of the views of any FDA advisory commitee, priorto any commercial marketing or sl of the drug i the
US;and

= compliance with any post-approval requiremens,including the posential requirement 0 implement a Risk Evaluation and Migration Sraegy (‘REMS") and the potential
cequirement to conduct post-spproval studies.

“The data required to support 3 NDA are generate in two distinc developmental stages: precinical and clinical. The preclinical and clinical testing and approval process can take many.
‘years and the acual tme required to 0bain approval,if any, may vary substantially based upon the type, complexity and novelty of the productor condition being trated.

Preclinical Studies and IND Submission

Before testng any drug product candidate in bumans, the product candidate st undergo rigorous precinical esting. The preclinical developmental siage generaly involves laboratory
evaluations of drog chemisay, formulation and sabliy, as wella i vitro and animal studies 10 assessthe potential for adverse events and in some cases o establish a atonale for therapeutic use.
‘The conduct of preclinical studie i subjec o federal reglations and requiremens,including GLP regulations for cetan safety toxicology studies. An IND is  request for authorizaton from the
FDA 1 administer an investigational poduct o humans, and st become effecive before human clnical rials may begin n the US.

An IND sponsor must subeit the results o th preclnical tst, ogether with manufacturing information, analytical dta, any available clinical data or lterature and plans for linical
studies, among other things, o the FDA 25 part of an IND. Some long-term preclinical esing, such as animaltests of reproductive adverse events and carcinogeicity, may continueafer the IND is
submitied. An IND automatically becomes efectve 30 days afte receipt by the FDA and clinical trials may proceed under such IND a soch time, unless befor tha ime the FDA raises concerns or
questions related 1 one or more proposed clinicl tial and places the rial on clinical hold.In such case, the IND sponsor and the FDA must resolve any outsanding concerns befor the clnical
rial can begin. As a resut, submission of n IND may o result i the FDA allowing clinicaltials 0 commence. A separate submission t an existing IND mastaiso be made for each successve.
clinical ral conducted during product development along with any subsequent changes to the investigational plan.

Clinical Trials

“The clinicalstage of development ivolves the admiristration o the investgational product o heathy volunteers or patients under the supervision of qualified investigators, genrally
physicians not employed by o under thetial sponsor’s control, in accordance with GCP requirements, which include thereguirement that llresearch subjects provide hei informed consent for
thei participation n any clinical rial. Clinical rials are conduced under protocols dealing, among oher hings, the objectives of the clnical trial, dosing procedures, subject seection and exclusion
crteria and the parametrs 0 be used 1 monitor subject safty and assessefficacy. Each protocal, and any subsequent amendmens 1 the protocol, must be submitied  the FDA s part of the IND.
Funthermore, each clinica ral must be reviewed and approved by an IR for each instiution at which the clincaltial will be conducte o ensure that the risks 1o individuals patcipaing i the
clinical ral are minimized and ae reasonabl in relation o anticipated benefits. The IRB also approvesthe informed consent form that mus: b provided to each clinica ral subject or his o her
legal represencative, and must monitor th clinica trial until completed. There aso ar requiremens governing th reportin of ongoing clinicaluials and completed cinical rial results 1 publc:
regiires, incuding the website maintained by the U.S. National Insttutes of Health, ClinicalTrias gov.
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A sponsor who wishes 0 conduct aclinical rial utsideof the U.S. may, but need not, obain FDA authorization 1 conduct the cinical tial under an IND. If aforegn clinical il is
‘ot conducted under an IND, the sponsaor may sill submit dta from the clinical il @ the FDA in supportof an NDA. The FDA may agree © accept a wel-designed and well-conducted foreign
clinicalral o conducted under an IND i the rial was conducted in accordance with GCP requirements and the FDA is able o validate the data through an onsite inspection, f deemed necessary,
‘and the practice of medicine i the foreign county s consistent withthe UsS.

Clinical rals i the U.S. gemeraly ae conducted in three sequential phases, known as Phase 1, Phase 2 and Phase 3. Although the phases are usualy conducted sequentially, hey may
overlap o be combined.

= Phase 1 clinical rials generally involve a small mumber of healthy volunteers o diseas-affected ptients who re initlly exposed 0 a single dose and then maliple doses.
of the product candidate. The primary purpase of these clinica rias st assess the metabolism, phamacologic ation, tolerabilit and safety of the drug in umans, the
side effects associated with inceasing doses, and f posible, 0 gain early evidence on effectiveness.

= Phase 2 clnical rials generally involve studies i disease-affcted patientst0 determine the dose and dosing schedule requied to produce the desird berefit. At the same.
time, safety and further pharmacokinetic and pharmacodynamic information i collected, posible adverse effects and safety isks are dentified and a preliminary evaluation
of effcacy is conducted.

 Phase 3 clnica rials generally involve a large number of patiens at multipl sices and are designed to provide the data necessary to demonsirate the safey and
effectiveness of the product foris intended use and o esablish the overal benefiisk rlatonship of the product to provide an adequate basis for product approval. These.
rals may include comparisons with placebo andor other comparatar reatments. The duraton of treatment s ofen extended to mimic the actual use o a product during
marketing.

A Phase 12 clinical wial has elements of a Phase 1 trial and a Phase 2 rial. We have designated our TP-02 and TP-05 trals as Phase 112 rias since we inend t0 go beyond
the typicalsafty and tolerabilit assessmens of a Phase 1 tral an intend t have these arias nclude addiconaleffcacy assessments s well.

A Phase 2073 clinicalial has elementsof  ate Phase 2 rial and a Phase 3 ral. We have designated Saturn-1as  Phase 263 tral as it is both our fist mult-center trial
based in the U.S., and also.apivotal trial fo the US.

Post-approval rials, sometimes refered o as Phase 4 clinicaltials, may be conducted fte nitial marketing approval. These trils are used o gain addiional experience from the.
reatmentof patients n th intended therapeutic indicaton. n cetain insances, the FDA may mandatethe performance of Phase 4 clinical rals s 2 conition of approval of an NDA.

Progress eports detailing the resutsofthe clinical rials, among ocher information, must be submitied at leat anmually 10 the FDA and witten IND safety reports must be submitied 0
the FDA and the investigators or serious and unexpected suspected adverse events,findings from other studies suggesting 2 signficant risk o humans exposed to the drug, findings rom anenalor i
Vito testing that suggest asignificant isk for human subjects and any clinically important Increase i the rae of a serious suspected adverse reaction over that listed in the protocol.

Phase 1, Phase 2 and Phase 3 clinical trials may not be completed successfully within any specified period, if at ll. The FDA o the spansor may suspend orterminate a clinical ral t
any time on various grounds, incuding a finding tha th research subjects or patints are being expased {0 an unacceptable heali risk.Similarly, an IRB can suspend orterminate approval of
clnical ralat s nstitution fthe clinical ral i not being conducted i accordance with the IRB’ requirements or i the drug has been associated with unexpected serious barm (0 patents.

‘Equivalent, and similary detaled, abligations will pply 10 the conductof clinical ral i third countries inclding the European Usion (*EU”).
NDA Review and Marketing Approval

Following completion of clnical ral, dta ae analyzed 0 asess whesher the investgational product i safe and effective for the proposed indicated us or uses. The resuls of
preclinical studies and clinical trialsare then submitted 0 the FDA a5 part of an NDA along with proposed labeling, chemisry and manufacturing information, and other information in a request for

approval to market the drug for one or more specifed indications. The application must nclude both negative and ambiguous resutsof prelinical sudies and clinical tials, as well 2 positve
Findings. Data may come from company-
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‘sponsored clinical il intended t0 tet the safety and eficacy of  product's use orfrom a number o atemative sources,including studiesinitiated by investgators. To support marketing approval,
the data submitied must e suffcien i quality and quantity (0 establish the safey and efficacy of the investgational product 1 the satsfacton of FDA. FDA approval of an NDA must be obiained.
before a drug may be marketed in the U.S.

‘Under the PDUFA. as amended, each NDA must be accompanied by an application usr fee. FDA adjsts the PDUFA user fee on an annual basis. PDUFA also imposes an annual
program fe for each marketed human drug, Fee waivers or reductions are availabi in certain circumsances,including a waiver of the applcation fee for the firstspplicaion iled by a qualfying.
‘small busines. Additionally, no usr fees are assessed on NDA for producs designated as orphan drugs,unlessthe prodct NDA also includes 2 non-orphan indicatio.

“The FDA conducts a preliminary review of al submitted NDAS before it accepts them for filng 10 determine If they are sufficiently complete 0 permit a substantive review, and the
FDA may request additional information rathr than accepting the NDA for filing. I this event, the applicaton must b resubmited with th additiona information. The resubmitted application i
als0 subject o review before the FDA accepts  for fiing. The FDA must make 2 decision on accepting an NDA for fling within 60 days o recipt. Once the submission is accepted for filing. the
FDA begins an in-depth review of the NDA to determine, among other things, whether the g i safe and effective and whether the faciltyin which it s manufactured, processed, packaged or hekd
‘meets standards designed o asure the product's continued safey. qualit and puity.

‘Under PDUFA, the FDA has agreed to certain performance goals in the review of NDAs trough a two-tered classificaton system, standard review and prority review. According 0
PDUFA performance goals, the FDA endeavors (0 review applications subject o sandard review within ten months, whereas the FDA's goal i  review priorty review applications wihin six
‘months, depending on whether the drug is  new molecular entit. The FDA does notalways meet its PDUFA goa dates forstandard and priority NDA, an the review process i ofien extended by
FDA requests for additional information o clarification.

In addion, under the Pediatric Research Equity Act of 2003 as amended and resuthorized, certain NDAS o supplements to an NDA must conain datathat are adequate 0 assess the
safety and effectvenessof the drug for the claimed indications n all relevant pedatric subpopulations, and to support dosing and administation for each pediatric subpopulaton for which the product
i safe and effective. The FDA may, o its own initative or a the request of th applican, gran deferal for submssion of some or all pediatic data unl after approval of th productfor use in
adaits, o full or patal waivers from the pediaric data equiremens.

Before approving an NDA. the FDA wil conduct a pre-approval inspection of the manufacturing faclities for the new prodict o determine whether they comply with cGMP.
requirements. The FDA wil not approve the product unless it determines tha the manufacturing processes and facilities are in compliance with cGMP requirements and adequate o assure consistent
production of the product within required specifcations. The FDA may also audit data from clinical rals to ensure compliance with GCP requiremenss.

“The FDA generally accepes data from foreign clinical wias n support of an NDA if the rals were conduced under an IND. 1 a foreign clinical wia s not conducted under an IND, the
FDA nevertheless may accep the dta n support of an NDA i the study was conducted in accordance with GCP requirements and the FDA is ble to validate the daa through an on-sie inspecion,
eemed necessary. Although the FDA generally request that marketing applications be supported by some datafrom domestic clinical studies, the FDA may accept foreign data s the sole basis for
‘marketing approval if (1) theforeign dataare applicable o the U.S. populaion and U.S. medical pactce,(2)the studies were performed by linical investigators with recognized competence, and (3)
the data may be considered valid without the need for an on-site inspection o, the FDA considers the inspection to be necessary,the FDA is bl t validatethe data through an on-sie inspection o
other appropriate means.

Aditionally,the FDA may refe applications for novel drug products or drug products which present diffcult questions of safet or efficacy t0 an advisory committe, typically a panel
hat icludes clinicians and ocher expers, for review, evahation and a recommendation s 10 whetherthe application should be approved and under what condition, if any. The FDA s not bound by
recommendations of an advisory commitee, but it considers such recommendations when making decisions on approval. The FDA also closely analyzes th clinica rial data, wich could resut in
extensive discussions between the FDA and the applcant during the review process.

After the FDA evaluates an NDA, it will issue an approval leeror a Complete Response Leter. An approval leter authorizes commercial marketing ofthe drug with specfic
prescriing information for specifc indications and potentialy subjec t other requiremens. A Complete Response Leter indicate that the review cycle of the application is complete an the
application wil not be approved i it present form. A Complete Response Letter usualy describesal o th specifc defcienciesinthe NDA identifie by the FDA. The Complete Response Letier
‘may require aditional clinical da, includiog.
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the potental requirement to conduct additonal pvosal Phase 3 cinical ia(s) andlor oher sgnificant and ime-consuming reguirements related 0 clinical trias, or 10 conduct additioal preclinical
studies or manufacturing changes. If a Compleie Response Lette is issued,the applicant may eiher resubmit the NDA, addressing all o the deficiencis identfed i th letter, or withdraw the
application. Even f such data and information are submited, the FDA may decide tha the NDA does o satisfy th criteria for approval. Data obained from clinical rals are no always conclusive
‘and the FDA may interprt daa differently than we interret the same data.

Post-Approval Requirements

Following approvalof anew product, the product i subjec 10 ontinuing regulation by the FDA, including, among osher things,requirements reating t faclity regisraion and drug
Histing monitoring and record keeping. perodic reporting, product sampling and disrbution, advertising and promaion, and reporting of adverse experiences with the product. Afer approval, most
changes (0 the approved product, such as adding new indicaions or other labeling claims, ae subject 1o rior FDA review and approval. Thee also are contining, annual user fee requirements for
‘any marketed products and the esablishments at which such prodcts are manufactured,as wellas new application fes for supplemental applications with clinicaldata. The FDA sty regulates
‘marketing, lbeling, advertising and promation of drugs, incuding aftr they are placed on the market. Drugs may be promoted only for the approved indications and in accordance with the
provisions of the approved lbel

Although physicians may prescibe legally avalable drugs for of-abel uses, manufactures may ok market or promote such uses. rescription drug promotional materils must be
‘submitied t the FDA in conjunction with thei firstuse or first publication.

“The FDA may also place othe conditions on approvals including th requirement for a Risk Evaluation and Mitigation Strategy (REMS”), 1o assurethe safe use ofthe prodoct.If the
FDA concludes that a REMS is needed, the NDA sponsor must subit 2 proposed REMS. The FDA will ot approve the FDA without an approved REMS, if required. Any of these limitations on
approval or marketing could resirct the commercial romotio, istibution,prescription o dispensing of products. Product approvals may be withdrawn for nor-compliance wih regulatory
Standrds or if problems ccur following initil marketing.

FDA regulations require tha products be manufactured in specific approved facilties and in accordance with CGMP regulations. We rel, and expect t continue o ely, on third arties
for the production of clinical and commercal quantities of our products i accordance with ¢GMP regulations. These manufactures must comply with cGMP regalations that require, among other
things, quality control and quality assurance, the maintenance of records and documentation, and the 0blgation (0 investigate and correct any deviations from cGMP. Manufacturers and other enities
involved in the manufacture and disrbution of approved drugs are required o egister heir establishments with the FDA.and ceran state agencies, and are subject 0 peiodic unannounced
inspections by the FDA and cenain state agencies for compliance with cGMP requirements and otherlaws. Accordingly, manufacturers must continue 0 expend time, money and effort i the area of
production and quality control to maintain cGMP compliance. The discovery of violative condition, incding falure 0 conform to cGMP regulations, could esult i enforcement actions, and the
discovery of problems with  produc afer approval may resul in restrictions on a produc its manufacturer or the NDA holder,inclcing recalls.

“The FDA may withdraw approval of a product f compliance with regulatory requirements and standards is ot maintained o If probleans occur fte the product reaches the market.
Correctiv action could delay drug distibution and require sigificant time and financial expenditures. Latr discovery of previously unknown problems with  product,inclding adverse evens of

‘unanticipated severity o frequency,or with manufacturing processes, o falure 10 comply with egultory requirements, may reult i revisions 1 the approved labeling 10 add new safety
information; impositon of posi-marke sudies or clinicalsuies 0 assessnev safey rsks or imposition of dscibution resrictions o ather resirctons under 2 REMS program. Osher potential

‘consequences inclade, among other things:
- resuictons on the marketing or manufacturing of the product, suspension of the approva, complece withdrawal ofthe product rom the markes, or product recals;
+ fines, warning leters, o holds on post-approval clinical rials;
+ refusal of the FDA to approve pending applications or supplements to spproved applications:
« suspension or revocation of product approvals;
* product seizur or detention,orrefusal 1o pemit th import o export of product; o
« injunctions o the impositon of civil or criminal penalie.
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Other Regulatory Maters

‘Pharmaceutical companies are subject 0 additional healthcare regultion and enforcement by the federal goverment and by authoriies i th states and foreiga jurisdictons in which
they conduct their business. For example,in the U.S., sales, marketing and scientifc and educationsl programs also must comply with sate an federal fraud and abuse laws,fase claims laws,
transparency laws, government price reportng, and healh information privacy and security ows. These laws inclce the following:

the federal Anti-Kickback Statute, which makes it legal for any person, incluing a prescription drug manufacturer (or a party actig on is bekal) 10 knowngly and
willflly solicit, receve, offer or pay any remuneration, irectly orindirecty,in cash orin kind, 0 nduce or eward eiher the referral o an individual for,orthe purchase,
lease, order or recommendation o an item o service for which payment may be made, in whole o n par, ndera federal hesthcare program, such as Medicare or
Medicaid. Moreover, the goverment may assert that a caim including items o services resltng,from a violaton of the federal Ant-Kickback Statute constiues a false or
fraudulent claim for purposes of the civil False Claims Act.

the federalcivil Fase Claims Act, which imposes cvil penaltes, sometimes pursued through civl whistleblower o quitam actions, aginst individuals or eniies for,
‘among other things, knowingly presenting, or causing, 0 be presented, claims for payment of government funds tha ae false or fraudulent o making 2 false sttement
material © an obligation 0 pay money (0 the govenment o knowingly concealing o knowingly and improperly avoiding, decreasing, o concealing an obligation 0 pay
money to the federal government:

the federal Health Insurance Portability and Accountability Act (HIPAA), which imposes criminal liabliy for, among other things, knowingly and willuly executiog or
‘attempting 0 exccute a scheme to defraud any healthcare beneft program, knowingly and willfully embezzling orsealing from a healh care benefit program, willfully
‘obstructing a criminal investigation of a health care offense, or knowingly and willuly making fais statemen rlatng to heakthcare maters;

HIPAA and s implementing regulations,also imposes obligations, on cerain covered entty heath care providers, health plans and health cae claringhouses as well as
their business associate tha perfor certan services nvolving the use or disclosure of individualy identfable heath informtion, ncluding mandatory contractal terms,
with respectt0 safeguarding the privacy, securiy and ransmission of ndividually dentifiabl health information;

federal consumer potection and unfar competition lws, which broadly regulate markerplace activites and activtes that potetially harm consumers:
the FDCA, which probibit, among other things, te adulteration or misbranding of drugs, biologics and medical devices, including off-label o pre-approval promotion;

the federal Physician Payments Sunshine Act, which requires applicable manufacturers of covered drugs,devices, biologics and medical supplies for which paymentis
available under Medicare, Medicaidor the Children's Health Insurance Program, with spcific exceptions, 0 annually repot o Ceners for Medicare & Medicaid Services
("CMS”) informaion regarding direct or inirect payments and oer transfersof value to physicians an teaching hospitals (and cerain othr practtoners as of 2022), 25
well as information regarding ovnership and invesiment intrests held by physicians and their immediate family members; and

analogous state and foreign laws and regulations,such as state ant-kickback and false claims laws which may apply 1o sales or marketing arrangements and claims.
imvolving healthcareitems o services reimbursed by non- govermenal thir-party payers, incluing private insurers, stae laws tht require pharmaceutical manufacturers
10 comply with the indusiry’s voluntary compliance guidelines and the elevant compliance guidance promulgated by the federal govenment and may require drug.
manufactsers to eport nformation relate (0 payments and othe tansfers of value to physicians and othe healthcare providers or marketing expenditurs,site aws that
require pharmaceutical manufactures  report information o the pricing of certain drug products, state and local aws that require the icensure and registration of
pharmaceutical sales representaives, and siate and foeign laws that govern th privacy and security of healh information in some circumstances, many of which differ
rom each otherin significan ways and often are not peempted by HIPAA, thus complicating complance effors.

states are constantly adoptng aew Laws o amending existing laws, requiring attetion o frequendly changiog regulaory requirements. For example, California has enacted

Furthermore,
e Califoria Consumes Pivacy AGt(CCPA". The CPA cratd e tspareny reuiesnnt, gasied Califoria Comsmers (o 1t word  rodly deined i h )

2
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seveal new rights with regar hei personlinformation, and placesincreasd pivacy and sty abligations on eniies anding personaldaa of consumers or households.The CCPA requires
covere companis 0 provide new disclosure o Calfornia consumers,provide uch coasumersnew ways 0 0ptutofcerainsle f persona nformocon,andallow fo @ new causeof action for
atabreaches. In ddition in November 2020, Califonia votrs approvedthe CalformiaPrvacy Rghts Act (“CPRA”) balot ntative which intoduced signficant amendments t the CCPA and
esablished andfunded  dedicated Califoniapivacy eglaor, he California Privacy Protection Agency (“CPPA®). The amendimens ntroduced by the CPRA went o effcton Januay 1, 2023,
3nd new implementing regulationsare expected 1 b intodoced by the CPPA. Falure 0 coply wit the CCPA may reult i, among oberthings,sgaiicatcvil penaes and inunciverle,oc
potetial statutory or ctual damages. I aition, Califrnaresidens ave the rght o brng apeivate rght o acton inconnecton with cea tpes ofincidens These clais may esult
Sgnificant bl and potenial damages. The CCPA could impact ur usiness acuvitie depending on how it interprte and exemplife he vulnerabilny ofour business o 1t aly cybertrests
butalsth evolvingregulatory environment rlted 10 personadasan prsecied bl nformorion. We have implemented processs 0 manoge compliance wit he CCPA and we contiue @
asscssthe impact o the CPRA,and b st legislton, on ur business s adional information and gidance becomes availole.

Products must meet applicable child-resisiant packaging requirements under the U.S. Poison Prevention Packaging Act. Manufactuing, ale, promotion and other activitis also are
potentially subjec o federal and sate consumer protection and unfair competiion aws.

“The disubution of pharmaceutical products i subject 10 addiional requirements and regalations, incuding extensive record-keeping, licensiog, storage and security requirements
intended to prevent the unauthorized ale of pharmaceutical producs.

“The filur to comply with ny of theselaws o regulatory requirements subjects firms o possibe legal o regulatory action. Depending on the circumstances, falure to meet spplicable
regulatory requirements can result n ignifican civi,crminal and adminstative penalis,incluing dammages, ins, disgorgement ndividual imprisonment, exclusion from patcipation in
‘goverment funded healthcare programs, such as Medicare and Medicaid, compliance oversight an reporting abligaions, contractual damages, reputational harm, diminished profits and uture
eamings, injunctions, requests fo recll, seizure of producs,total or patal suspension of poduction, denialor withdravwal of product approvals o refusal 0 allow a frm o entr into supply
‘contracts, ncluding government contracts.

ULS. PatentTerm Restoration and Marketing Exclusivty

‘Depending upon thetiming, duration snd specifics of FDA approval of any future prodct candidates, some of our U.S. patents may be elgibe forlimited patent term extension under
the Hatch-Waxman Act. The Hatch-Waxman Act permits resoration of the patent term of up o ive years s compensation for patent term lost during product development and FDA regulatory
review process. Patet-term resocation, however, cannot extend the remaining e of apatent beyond a toal of 14 yearsfrom the product’s pproval date. The patent-term restoration period is
‘generaly one-half the time between th effective date of an IND or the ssue date of the paten, whichever s ler, and the submission dte of an NDA plus the time between the submission dae of an
NDA o the issue date ofthe patent, whichever i late, and the approval ofthat appliction, except tht the review period i recuced by any time during which the applicant ailed to exercise due
diligence. Only one patent applicable 10 an approved drug i eligibl fo the extension and the application for the extension must be submitid prio o the expiation of the paten. The U.S. Paten and
Trademark Office (‘USPTO"), in consultation with the FDA, rviews and approves the application or any patentterm extension o estoration.In the fture, we may apply for estoration of patent
term for our curenily owned o licensed patents 0 2dd patent ife beyond is current expiation dae, depending on the expected length of he clinical tiaks and other factors involved inthe filing of
the relevant NDA.

‘Market exclusivity provisions under the FDCA also can dlay the submission o the approval o cerain applications. The FDCA provides a five-year priod of non-patent marketing
exclusivity within the US. tothe First applicant  gain approval of an NDA for & new chemical entity. A drug s 2 new chemical entity ifthe FDA has it previously approved any other new drug.
containing the same actve molety, which s the molecule orion responsibl forthe action of the drug substance. During the exclusiviy period, the FDA may not accept for review an abbreviated new
drug application (*ANDA") or a S05(b(2) NDA submitied by another company for another version o such drug,where the applicantdoes not wn or have a legal right o reference o llthe data
required for approval. However, an application may be submited after four years if i contains a certifcation of patent invalidity or non-infringement. The FDCA also providesthree years of
‘marketing exclusiviy for an NDA, S05(b)2) NDA or supplement t0an exising NDA if new clinical investigations,other than bioavailability sudies, that were conducted or sponsored by the
applicant ae deemmed by the FDA 10 be essntial 0 the approval of the applicaion, for example, new indications, dosages o srengths of an existing drug, Thi three-year exclusiviy coversonly the
‘conditons of us sssociated viththe newe clinical investigations and does not probibit the FDA from approving ANDA for drugs containing the original active agent. Five-year and three-year
‘exclsivity will no dely the submission or approval of a full S0S(bX1) NDA.
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However,an applicant submiting a full NDA would be reqied to conductor obtain arigh ofrefereace o all o th preclinical studies and adequate and well-controlled clinical tals necessary
demonsirate safety and efectiveness.

European Union Drug Development

imila 1 the U.S. the various phases of preclinical and clinical researchin the European Union are subject o sigaificant regulaory controls. Although the European Uion Clinical
‘Trials Directive 200120/EC s sought to harmonize the EU clinical trials regalatory ramework, settng out common rles for the control and auhorization of clinical trilsin the EU, the EU
Member Sttes have transposed and applied the provisionsof the Directive diffeentl. This has ld tosignificant variaions in the member state regimes. Under th regime of the Clinical Trals
Directiv, beforea clinical tria can be iniiated it must be approved i each of the EU countries where th rial i t be conducted by two distint bodies:the National Competent Authority ("NCA”),
‘and one or more ethics commitiees. Under th regime of the Clinical Trials Directiv all suspected unexpected serious adverse reactions o the investgated drug that occur during th clinical urial have
tobe reported o the NCA and ECs of the Member Stte where they occurred.

In order to sieamiine the regulation of cliicaltials across the EU, the EU legislaor has adopsed Regultion (EU) No 5362014, or the EU Clincal Trials Regulation. The new EU
Cliical Trials Regulation, which repeals and replacesthe EU Clinical Trials Directive, introduces 2 complete oveshaul of the existing regulation of clnica rals for medicnal prodocts in the EU.
‘The main characteristics of the regulation include:  sreamlined application procedure through a single entry poin, the “EU poral”; a single set of documents o be prepared and submited fo the
application as well as simplified reportng procedures for clnicaltrial sponsors; and a harmonized procedure for the assessment of pplications for cinicl ias, which i divided n two ports. The
EU Ciinical Trials Reglation is applcable a of January 31, 2022 and is appiicabl direcly in all countris of the EEA (which is compried of 27 Member States o the EU pius Norway, Iceland and
Liechienstein). Clinical rials auhorized under the current Clinical Trials Directive before January 31, 2023 can continue 0 be conducted under the Cliical Trials Diective unti January 31, 2025.
‘An application to transiton ongoing il from the current Clinical Trials Diective (@ the new Clinical Trils Regulation will ned o be submitied and authoized in time before the end o the
ransitonal period. The new Clinical Trials Regalation i intended to simplify and sreamline the approval of clinicaltrals inthe EEA.

European Union Drug Review and Approval

I order 10 market any product outside o the U.S.  company must aso comply with numerous and varying regulatoy requirements of ther countries and juisdicions regarding.
qualit, safey, and effcacy, nd governing, among other things, clinical ral, marketing suthorzation, commercial als, and disribution of products. Whether or no t obtains FDA spproval for &
product, an applicant will ned 16 obain the necesary approvals by the comparable foreign regulaory authoriies before it can commence clinical ral or marketin o the productin those counties
o jurisdictons.

Marketing Authorization
I the EEA, medicinal prodicts can only be commercalized afte obtaining a Marketing Authorizaton, or MA. There ae a number of types of marketing authorizatons.

+ The Community MA is adopted by the Europesn Commission i the form of adecision through the Centralized Procedure. The decision, which is based o the opinion of
the Committeefor Medicinal Products for Husman Use (-CHMP") of the EMA, is vali throughou the entie eritory of the EEA. The Centalized Procedure is mandatory
for certain typesof products,such as biotechnology medicinal products, orphan medicinal products, advanced-therapy medicines such as gene-therapy,somatic cell-herapy
or tssue-engineered medicines and medicina products containing a new acive substance indicate for the treatment of HIV, AIDS, cancer, neurodegenerative disorders,
diabetes, auto-immune and osher immune dysfunctions and vira disease, The Centralzed Procedure i optiona, on approval by the EMA for products containing a new
active substance not yet authorized inthe EEA, orfor productstha consttute a significant herapeutic, scientific ortechnical imnovarion or which ar i th interest of
public healh i the European Urion.

Underthe Centralized Procedure, the CHMP escablished at the EMA i responsible for conducting a inal scienific assessment of a product. The maximum timeframe for the
evaluation of an MA under the Centralized Procedure s 210 days, excluding clock stops when additional information o written or oral explanation i 1 be provided by the applicant n response
questions of the CHME.

Accelerated evaluation may be granted by the CHMP in exceptional case, when a medicinal product is of major iteres from the point of view of public health and, in paricular, from
the viewpoiat of therapeutc innovation.If the CHMP-
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‘accepts such a reques,the time limit of 210 days will be reduced 0 150 days, but i i possibi tha the CHMP mayrevert (0 the tandard time lmitfor the Centralzed Procedure f it determines that
it no longer appropriate 0 conduct an accelerted assessment.

= MAs based on the Mutual Recogniton Procedure or the Decentraized Procedure are avalable for products no falling within the mandatory scope of the Centralized
Procedure. Where a product i first suthorized by 3 Reference Member Sate this may be recogaized by other Concerned Member State through the Mutual Recognition
Procedure. Alternaivel,  prodict an be approved simultaneously in various EU Member Stats through the Decentralized Procedure. Under the Decentralized Procedure
an idemical dossier i submitid tothe competent autharites of each of the EU Member State in which the MA is sought, one of whichis selected by the applican as the
Reference Member Stat. The competent authority ofthe Reference Member State prepares a draft assessment eport.  draft Summary o Product Characteristics (SmPC”)
and a drat of the labeling and package leale, which are sen 1 the ther Member Sates (rferred 10 a the “Concerned Member Sttes")forther approval.If the
Concenned Member Satesraie no objections, based on a potential serious sk 0 public helth, 0 the assessment, SmPC, labeling or packaging proposed by the Reference
Memmber Stae,the product is subsequendy granted a national MA in allthe Member States (i, i the Reference Member State and the Concerned Member States).

Coverage and Reimbursement

‘Sales of our products will depend, in part, on the extent to which our products will be covered by third-party payers, such as government health programs, commercial insurance, and
‘managed healthcare organizations. In the U.S., for example, principal decisions about reimbursement for new products are typically made by CMS or by Medicare’s contractors and third-party payers.
orinsuranceplans. These enties decide whethr nd 1 whatexienta ew producs il be coverd and reimburss based o linicl eeds and econoric mpac.To dat no uniform plicy of
coverage nd reimbursement o drog procdcts exiss. Acconingly,decisons reganding the exientof coverags nd amount ofembrsemnen o be providd fo any of cu procucs will b made o 3
payerby-payer basis.

Increasingy,tird-party payers are requiring tha drug comparies provide them withdiscounts usuallyin the form of rebaes from lst prices and are challenging the prices charged for
‘medical products. Further, such payers are examining the medicalnecessiy and reviewing th cost effectiveness of newly launched drugs. There may be especally sigaficant delays i obtaining
overage and reimbursement for newly approved drugs a5 several Large payers have implemented new 1o market blocks that can ast anywhere between six to twelve monihs. Third:-party payers may
limit coverage to specifc product candidates on an approved s, known a5 formulary, which might not include all FDA-approved drugs for a paticularindication. We may need 10 conduct
‘expensive pharmaco-economic studies to demonstrate the medical necessiy and cost effectiveness of our products. As  resuf,the coverage determination process i often 3 ime-consuming and
‘costly processthat will requie us 0 provide sceatific and clnical support fo th use of our product, with no asurance that coverage and adequate reimbarsemen will e obiained.

1f we successfully commercalize any of our product candidates, we may paricipate in the Medicaid Drug Rebste Progam,. Paricipation is require for ederal funds to be avilsble for
‘our covered outpatientdrugs under Medicad and, if applicable, Medicare Part . Under the Medicaid Drug Rebat Program, we would be required 0 pay a mandatory rebate 0 each sate Medicaid.
program for our covered outpatien drugs that are dispensed to Medicad beneficiares an paid for by a state Medicaid program 2 a condition of having federal funds being made availabl t the
Statesfor our drugs under Medicaid and,if applicable, Pat B o the Medicare program.

Federal aw requires that any company that paticipates i the Medicaid Drug Rebate Program also participae in the Public Health Sevice's 340B drug pricing program in order for
feceralfunds  be availble for the manufacturer’s drugs under Medicaid and Medicare PartD. The 340B drog,pricing program requires paticipating manufacturers t agree o charge statutorlly-
defined covered enities no more than the 3408 ceilingprice for the manufacturers covered outpatient . These 340B covered enitesinclude a variety of community health linics and other
entiies that receive healh services grants from the Public Health Service, as wel s hospitals that serve 2 disproportionate share of ow-income patients.

In additon, i oder 10 be eligible o have ts products paid for with federal funds under the Medicaid and Medicare Part B programs and purchased by certain federal agencies and
srantees, a manufacturer akso must participate i the U.S. Department o Veterans Affairs (VA") Federal Supply Schedule ("FSS”) pricing program. Under this program,the manufacturer is obligated
10 make ts innovator and single source products available for procurement on an FSS contract and charge aprice o four federal agencie, the VA, U.S. Department of Defense ("DoD"), Public Health
‘Service and U:S. Coast Guard - that s 0o higher than the stautory Federal Ceiling Price (‘FCP). Manufacturers alo are oblgated t calculate and subemit 0 the VA on a quarerly and annual bass,
heir Non-Federal Average Manufacturer Price (“Non-FAMP"). which the VA uses (o calculate the FCP. Moreover, pursuant o regulations ssued by the Do Defense Health Agency o implemen
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‘Section 703 of the National Defense Authorization Act for Fiscal Year 2008, manfactuers are required t0 provide rebates on utiizaion of thelr innovator and single source products that are
dispensed to TRICARE beneficiares by TRICARE network reai phamacies.

“The requirements under the Medicaid, 3408, FSS, and TRICARE programs could reduce the evenue we may generae from any products tha ae commercalizedin the future and
‘could adversely affect our business and operating resuls. If we fal o comply with any applicable obligations under governmental pricing programs that we partcipae n, we could be subject o
‘addiional reimbursement requirements,signficantcivil monetary penalies, sancions and fins, an those could negaively impact our busines, inancial condition, reslts of operations and growth
prospects.

In adition, in most forig countres, th proposed priing for  drug must be approved before it may be Lawully marketed. The requirements governing drug pricing and
reimbursement vary widely from country © country. Fo example, the European Union provides optionsfor it member staes o estict he range of medicinal products for which thir natonal heslth
insurance systems provide reimbursement and to control the prices of medicinal products forhuman use. A member sate may approve a specfic price for the medicinal productor it may instead
‘adopt a system of direct or ndirect ontrols on the profiability of the company placing the medicinal product on the market. Pharmaceutical products may face competition from lower-priced
productsin foreign countriesthat have placed price contols on pharmaceutical products and may also compete with imported foeig products. There can be o assurance that any country that has
price contols o reimbursement limitations for pharmaceutical roducts will allow favorable reimbursement and prcing.

Healthcare Reform

“The U.S. goverment, state legislatures, and foreign govenments have shown sgifican interest in implementing cost containment programs (0 limitth growth of government-paid
beakibcare costs,including price-control, resritions on reimbursement, and requirements fo substittion of generi products for branded prescription drugs. For example, in March 2010, the
Affordable Care Act was passed, which substantally changed the way healthcare i financed by boththe government an private insurers, and sgificanly impacts the U.S. phamaceutical ndusiry.
‘The Affordable Care Act contans provisions that may reduce the proftabilicy of drug productsthrough increased rebatesfor drugs reimbursed by Medicaid programs,extension of Medicad rebates
0 Medicaid managed care plans, mandatory discountsfor certin Medicare Part D beneficaries and annual fees based on pharmaceutical companies” share of sales o federal healthcare progracs.
‘The Affordable Care Act made severalchanges o the Medicaid Drug Rebate Program, including increasing phamaceutical manufacturers’ rebate lability by aising the minimurm basic Medicaid
rebate. The Affordable Care Act also expanded the universe of Medicaid ilization subjec t drug rebates by requiring pharmaceutical manufacturers (0 pay rebates on Medicaid managed care
wilization and by enlarging the population potentially elgible for Medicid drug benefits.

“There have been judicial challenges o certain aspects of the Affordable Care Act, a5 well a5 efforts by Congress to moify, and by agencies o alte the implementaton of, cerain
‘aspects of the Affordable Care Act. For example, Congress eliminated, sarting January 1, 2018, the tax penalty for not complying with the Affordable Care Act's individual mandate 0 cary health
insurance. Furthe, the Bipartsan Budget Actof 2018, among other things, amended the Affordable Care Act, effective January 1. 2015, 0 ncrease from 50 percent 0 70 percent the pointof-sale
discount that s owed by phamaceutical manufacturers who participate in Medicare Part D to close the coverage g3p in most Medicare drug plans, commoly eferre 0 s the donut hole.

It s possible tha the ACA, as currently enacted or may be amended in th future, 25 well 2 other healthcare reform measures including those that may be adoped in the future, may
result in mor rigorous coverage critri, and less favorable payment methodologies, or other dowward pressure on coverage and payment and the price that we receive for any approved product.
‘Any reduction n reimbursement o restricton on coverage nder Medicare or other government programs may resut in  similr reduction or restriction by private payers.

Other legisative changes have been proposed and adoped in the U.S. since the Affordable Care Act was enacted. These changes included aggregate reductions (o Medicare payments o
providers of 29 per fisca yea,effective April 1, 2013, equired by the Budget Control Act of 2021, a5 amended by the American Taxpayer Relief Act o 2012 (*ATRA"). Subsequent legislation
‘xtended the 2% reduction, generaly to 2031. Sequesiration i curretly st at 2% and willincreas 10.2.25% for the frs hlf of fisca year 2030, 1 3% for the second half of fiscal year 2030, and 10
4% forthe remainder of the equesiraton period that lass through th frst six mondhs of fscal year 2031. ATRA, among other things, aso reduced Medicare payments to several types of providers,
‘and increased the statute of imitations perod forthe govermment 1o recover overpayments o providers rom threef0 five years. Other new laws may reult i additionalreductions in Medicare and
other healihcar funding, which could have a material adverse effect 0n ustomers for ourdrugs, if pproved, and accordingly, our financial operatons.

Bl
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Additonally,there has been heightened governmenal scrutiny over the manner i which drug manufacturers setprices for thir marketed product, which has resuled i several
‘Congressional inquiries and proposed and enacted federal and state legilation designed o, among othr things, bring more ransparency to productpricing. review th relaionship between pricing
‘and manufacturer patient programs, and reform government program reimbursement methodologies for drug products. At the iate level, legislatures have increasingly passed legislation and
implemented regultions designed o control pharmaceutical and biological productpricing, including price o patient eimbursemen consirants, discounts, restrictions on cerain product access and
‘marketing cost disclosure and transparency measures, and, n some cases, designed 10 encourage importation rom other couniries and bulk purchasing.

Moreover, he Medicare Presciption Drug, Improvemment, and Modenization Act of 2003, or MMA, established the Medicare Part D program to provide a voluntary prescription drug.
beneft to Medicare beneficiaries. Under Part D, Medicare beneficiares may enrol in presciption drug plans offered by private entiies that provide coverage of outpatient prescription drugs. Unlike
Medicare Part A and B, Part D coverage is ot sandardized. Whileall Medicare drug plans must give at least a sandrd level of coverage set by Medicar, Part D prescription drug plan sponsors are
0 required o pay for ll covered Part D drugs, and each drug plan can develop s own drug formulary that dentifies which drugs it wil cover and a what e ot level However, Part D prescription
drug formularies mstinclode drugs wihin each therapeutic category and class of covered Part D drugs, though not ecessariy all the drugs in each category or class. Any formulary used by a Part D
prescripton drug,plan must be developed and reviewed by a pharmacy and therapeutic commitice. Governmen payment for some of the costs of prescrption drugs may increase demand for products
for which we receive marketing approval. However, any negoliate pricesfor our products covered by a Part D prescripton drug lan kel wil be ower than the prices we might oherwise obain.
Morcover, while the MMA applies only o drug benefis for Medicare beneficiares, private thi-party payers oftn follow Medicare coverage policy and payment imitations i setin their own
Payment rates and in establshing ther ormulry placement.

Further, o0 August 16, 2022, President Biden sigoed the Inlaton Reduction Actof 2022, o IRA, nto law.

“The IRA introduces several chanes o the Medicare Part D benefit, including a limit on annual out-of-pocket costs and a change in manufacture iabliy under th program which could negatively
affect the proftablity of our product candidates. The IRA sunsetsthe curent Part D coverage gap discount program starting in 2025 and eplaces t with 2 new manufacturer discount program.
Failure to pay  discount under this new program will be subject 0 a civil monetary penaly. In adition,the IRA establishes a Medicare Part B inflation rebate scheme effective January 2023 and a
Medicare Part D inflation rebate scheme effective October 2022, under which, generally speaking, manfactures will owe rebats f the price of a Part B or Par D drug increases fastr than the pace
of infltion. Failure to timely pay a Part B or D inflaion rebate issubject 0 a civil monetary penaty. The IRA sl crestes  drug price nogotiation program under which the prces for Medicare unis:
of cena high Medicare spend drugs and biologicals without generic or biosimilar compettion will e capped by reference t0, among, ther things, 2 specified noo-federal average manufacures price
Startog,in 2026. Failure t comply with requirements under the drug,price negotiaion programis subject 0 an excise tx andior a civil monetary penalty. Congres continues 1 examine various
policy proposal that may resut in pressure on the priceof precripion drugs withrespect 0 the government health benefit programs and oherwise. The IRA orotherlegilative changes could
impact the market condition for our product candicates.

Human Capital Resources
"Humn Capial

AS of December 31, 2022, we hd 87 employees,al of which were full-time employees. None of our employees are represented by alabor union or covered under a colletive
barganing agreement.

Our human capial resources objectves include, as appicable, identifying, recuitng,reaining, incentivizing and integrating our exiting and new employees, advisors and consultans.
“The principal purposes o our equity and cash incentive plans are (0 airac,reain and reward personnelthrough the granting of stock-based and cash-based compensation awards, in order 0 increase.
stockholder value and the success of our company by motivating such individual to perforn to the best of their abilities and achieve our bjectives.

Employee Development and Training

Our values-based culure and our employees are a ritical component o our success. We stive o create 2 supportive and professional environment for our employees, We expend
‘considerable management ime and atention, and financal esources, @ aractng, eaining, and motivaing exceptional individuals at our company.

Diversiy Equity, and Inclusion
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‘We are commitid to creating and mainiaining 2 workplacefre from discrimination or harassment o the bass o race, color,ciizenship. rligion, cred, national oigin, ancestr,
‘gender,sexval orentation, age, martal statu, veteran stius, disabilty, medical conditon,or any oher status protected by applicable aw. Our employment poicies nd compliance trainings prohibit
‘such discrimination and harassment. Our management team and employees are lso expected t0 exhibit and promte honest ethica, and respectful conduct n the workplace. All of our employees.
‘must adhere 102 code of business conduct an ethics that ses standards for appropriae behavior an ae required 10 ttend annual trainiog on the code of business conduct and ethics.

Corporate Information
‘We were incorporated under the Laws of the Sate of Delaware in November 2016. Our pincipal executive offices ar located at 15440 Laguna Canyon Road, Suite 160, Irvine,
California 92618, Our elephone number is (349) 409-5820. Our website addressis whww.farsusr.com. Information contained on the websie is not ncorporated by eference into this Annual Report
‘on Form 10-K. We have included our website addres i this Annual Report on Form 10-K solely as an nactve textwal reference.
Fadilties
‘We currendy lease approximately 27,807 square fee o office and laboratory spacein Irvin, Califoria under certain lases thtlast expire in January 2024, with a renevel option o a

term of tree years. We believe hatthis space will be sufficient to meet ur neds fo th foresecable future and tha any additional space we may require will be avalable on commercialy reasonable

Legal Proceedings.

W arenoxcrrenty  pary o any el egal proceecings Fromtme 1 time, we may become involved inegal proceecingsaisin i th adinary course of ur busines.
Regardlss of ovtcome, lgaion ca have anadverse mpac on s doe o defense and etement oss,diversion of mandgement resources, egaiv public,reputations ha and e actors.

Item 1A. Risk Factors

Invesing inour common stoc is specalative and involves a igh dgree ofrisk Befoe investing in our common stock, you should considercareful he sk descried below, ogether
withthecther information contined i this Annual Report on Form 10-K,including ou inancalsatements and he related notes appearing at th end oftis Annual Report on Form 10.K. I any of
e following risksoccur,our usiness inanciol condiion, el ofopertion and suregrowsh prospects could b materaly and adversely afecte. Intesecircumsiances, he market priceof
our conmonstock could dcfine, nd you may los allor partofyour investment. Th isk descibed below are ot the only ones we face. Aditiona isks that we are uawareof, or that we
currendly beleve are not materal may also become importnt foctors hat ffct us. This Al Reporton Form 10-K also contain forward-looking Sttemens that invlve risks and uncetainie.
Our ocua et couldaiffer materillyfrom hose anticpate i he forware-loking statements s  esut o a numberof fctors, nluding th isks descibed below: ee *Specal Not Regarding
Forwaré-Looking Statemerts.™

Risks Related to our Business and Operations
W currently generate o reveruesfrom sales of any products and may never generate revenue or be profitable.

‘We have 0o products approved for commercial sale and do not anticipte generating any productrevenue,unless and until eithr TP-03 or another product candidate eceives the
regalatory approvals necessary for commercialization in one or more jrisdictions. Our ability 0 generate revenue and achieve profitabilcy depends signifcantly on our abily,or any future
collaboratoe’ abilty, 0 achieve a number of challenging objectves,incluing:

« timely receipt of regulatory approvalsfrom applicable regulatory authoritie for TP-03 or any other product candidates for which we soccessflly complee clinical development;
+ successful and imely completion of preclinical and clinical development of our product candidates;

« successfully educaring ECPs about Demodex blepharits and relted diagnosis:
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+ successful commercial launch following any regulaory approval, incudin the development of a commercial infrastructure, whether in-house or with one or mre collaborators;
* commercial acceptance of TP-03 and any of our other product candidates by patients,the medical community and third-party payers;

+ establishing and maintaining relatonships with contractresearch organizations ("CROs”) and clinicl ites for the cinical developmen, both inthe U.S. and itemmatiolly, of our
product candidates;

~ making any required post-marketing approval commitments 10 applcable regulatory auchoriie;

* esablishing and maintaining commercialy vizble supply and manufacturing relationships with third patis that can provide adequae, n both amount and quality products and services
1o supportclinical development and meet the market demand for product candidates that we develop, If approved:

+ obuaining an IND prior o commencing clinical rials in the U.S. for a particular indicaion, such as TP-04 forthe potental treatment of rosacea (although for TP-04 we first intend to
‘conduct a hase 172 rial outside the U:S. and thus do not lan o subeit an IND prio o thistrial) and TP-05 for potential Lyme disease prophylaxis and commnity malaria reduction;

+ 2 continued accepable safcy and ffcocy prfile bot pio 0 and ollowing any marketing approvalof our productcanidats;
+ ideniying,asessing and developing new product candidates;

+ obtaning, maintaining and expanding patent protection,rade secret protection and egulaory exclusiiy, both i the U.S. and intenatonaly:
+ protecting our rights i our intllctual poperty porfolios

+ defending agains ik pary neference o nfingemen claims, if ny;

~ Obtaining favorable terms in any collaboraion,licensing or other arangements tha may be necessary or desirable to develop, manufacture or commercialize our existng or acquired

product candidates:

- obtaining coverage and adequate reimbursement or customers and patents from goverment and third-party payersfor product candidates that we develop;

+ addresing any competing therspies and technological and market developments: and

- atracting, hiring and reaining qualifed personnel.

‘We may never be successful i achieving our objectives and, even if we do, may never generate revenue that s significant o large enough 10 achieve profitabilty.If we do achieve
profiabilty, we may not be able to sustan or increase proftability on a quarerly or anmual basis and we will continue o incur substantial research and development and ocher expenditues to develop
‘and market additonal product candidates In addition, 2 a young business, we may encounter unforeseen expenses,dificultes, complications,delays and other known and unknown challenges, Our

falure 0 become and remain profitable would decrease he value of our company and could impa our ability 1 maintan or furthe out research and developmenteffors, rase additional necessary
capital, grow ou business,reain key employees and continue our operatons.

We expect 0 expand our developmen. regulatory and operational capabiltes and potentially implement sales, marketing and disribution capabiltes and, a a result,we may encounter
diffculiesin managing our growth, which could disrupt our operations.

As we advance our research and development programs and commercialization efforts, we expect o experience significant growth i the number of our employees and the scope of our
‘operaions, paticularly i the areas o clinical developmen, qualt, regulatory affars, manufacturing and qualiy control and, if TP-03 or any of ur other product candidates receives marketing
approval,sles, marketing and distibution. To manage our antiipated fuure growth, we must:
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+ ey, ecrut, integrate, maintain and motivate additional qualified prsonnel;
~ manage our development effort effctvely, includingthe iniiaton and execution of clinicl tias for our product candidates; and
~ improve our operatonal, financial and management contros,reporting systems and procedures.

Ourfuture financial performance and our ability o develop, manfacture and commercialize our product candidates will depend, in art on our abiliy o effectively manage any future
‘growth, and our management may lso have todivertfinancial and other resources, and a disproportionate amountofis attention away from day-to-day activites in orderto devote a substantial
‘amount of time, 10 managing these growth activitis.If we do not effectively manage the expansion of our operations, we could experience weaknesses i out nfrasiructure, operational misiakes, loss
of business opportunites, loss of employees and reuced productivity among remaining employees. The expansion of ou operations also could lead 1o signficant cots and may divert our
managemment and business development resources. Any inability to manage growth could delay the execution of o business plans o disupt our operatons.

‘We currently ely, and fo th foreseeable frure will ontiue 0 rely, n substantialpart on certain third-party contract organizations, advisors and consultans 0 provide cerain srvices,
including assuming substantia responsibilities for the conduct of ur linicaltials and the manufacture of ou product candidate. We cannot assure you tha th servicesof such third-pary contract
organizations, advisors and consultants wil continue 10 be available [0 us n a tmely basis when needed, o tha we can find qualfied replacements. In dditon, if we are unable t effectively
‘manage our outsourced acivites o if the quality or accuracy of the services provided by our vendors or consultants is compromised for any reason, our linical trals may be extended, delayed or
terminated, and we may not be able 0 obtain marketing approval of our product candidates or otherwise advance our business. We cannot assure you that we wil b able o properly manage our
existng vendors or consultants o find other competent utside vendors and consultants on economically reasonable tems,or at all

Many of the biotechnology and pharmaceuical companies that we compete against fo qualified personel and consulaats have greatr financial and oher resources, differen risk
profiles and a onger history n the industry than we do. f we are unable © continue 0 atract an retain high qualicy persoanel and consultans,the rae and sucess at which we can discover and
evelop product candidates and operate our business willbe imite. If we are not able o effectvely expand our organization by hiring new employees and expanding our groups of consultants and
‘contractors, we may notbe able o successfully implement the asks necessary o further develop and commercalze our prodoct candidates and, accordingly, may notachieve our research,
development and commercializaton goals.

Our future success depends on our abile o reain key employees, consuliants and advisors and to atrat,retain and motivate qualifed personnel.

‘We are highly dependent on the expertise of ou executive offcer, s well s the ather members of our scientfic and clnical teams an ceran dvisors 0 develop and soundly execute
our usiness sraegy. Although we have employment offer letrs with each of ou executive officers, each of them may terminat their employment with s a any ime. We do not mainain key.
person insurance for any of our executives or employees.

Recruitng and reaining qualifed scientific and clinical persoanel an, if we are succesful in obtainiog marketing approvl for TP-03 o other product candidates, ales and markeding.
personnel, arecritcal 1o o success. The los o the services of our executive officers or ather key employees could impede the achievement of ou research, development and commercalization
bjectives and sriously harm our abiliy o successfully implement ou business srategy. Furthermore, eplacing executive offcers and key employees may b diffcult and may take an extended
period of time because of the limited number of individualsin our industry with the breadth o skills and experience required o successfully develop, gain regulatory approval for and commercalize:
‘our product candidates. Competition tohire quaified personnel in ourindustry i itense, and we may be unable (0 hir, rain,retan o motivate these key personnel on accepable terms given the
competiton amon mumerous pharmaceutical and biotechnology companies for simlar pesoriel.

Furthermre. t the extent we hire persomnel from compeitrs, we may be subject 0 allegations that they have been improperly solicited or that they have divulged proprietary or other
‘confidental information, orthat hei former employers ow thei research outpu. We also experience competition fo the hiring o scentific and clinical personnel from niversiies and research
institutions. In addition, we rely on consulants and advisors, including scienifc and clinicl advisor,to assist us in formulating ous research and development and commercialzation strategy. Our
consultans and advisors may be employed by employers othr than us and may have comimitments under consuling or advisory contracts with other enitis tha may Lt their availaily to us. 1
‘e are unable 1o continue t0 atractand rta high quality personnel our abilty to pursue
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‘our growth sirategy will be limited, and our busines, prospect,financial condition and esalts of operations may be adversely affected.

Many of our employees have become or will become vested in  substantial amout of our common stock or & number of common stock options. Our employees may be more likely to
leave us i th sharesthey own have significanily appreciated i value relative 0 the original purchase pricesof the shares, o ifth 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 ablity o continue 0 atract and retan additionalexecuive offcers and osher key employees.

Our internal information technology systems, or those of our third-party CROS or other contractors or consultats, may failor suffer security breaches, loss or leakage of data,and other
disruptions, which could esult in a material disruption of our product candidates* development programs, compromise sensitve information related to our business or prevent us from accessing
critical information, potentially exposing us t labilty or otherwise adversely affecting our business.

‘We areincreasingly dependent upon information technology systess, nfrastructure and data  operate our busines. n the ordinary course of busines, we collet, sore and transmit
‘confidental information (incluing but no limited t itelectual property, proprietary business information and personalinformation) t s critical that we do 50 in a secure manner 10 maintain the
‘confidentality and integrty of such confidential information. We aso have outsourced elements of our operations o third parties, and a5  reslt we manage a pumber of thirdparty Contractors who
have access o our confidential information.

Despice the implementation of securty measures, gven thes size and complexity and the increasing amouts of confidental information that they maintin, ou internal information
technology systems and those of ou third-party CROS and other contractors and consultant are poentially vulnesable 0 breakdown of other damage o interruption from serviceinteruptions,
System malfunction, natual disasers, intermuptions or cyber incidentsresuling from the conflct between Russia and Ukaine, erorism, war and telecommunicaion and electrical falure, as well as
Securit breaches from inadverten o itentional actions by our employees, contractrs, consulant, business parners, andior iher thi partes, o from cyber-attacks by malicious third pardes
(incuding the deployment o harmful malware, ransomware, denial-of-service atacks,social engineering and ocher means (0 affect service reiabilty and threaten the confidentilicy ntegrty and
availabliy o information), which may compromise our system infastructre or lead 0 dataleakage. Further, due 0 the political uncertainty nvoiving Russia and Ukrone, here is n increased
Tikelihood tht escalation of tenions could result in cyber attacks that could either direcly orinirectly impact our operations. To the extent that any distupton or security breach were (o esultn 2
1oss of, o damage t, our ata or applictions,or inapproprite disclosure of confidental or proprietay information, we could incur liability and reputational damage and the further development and
‘commercialzaton of our drug candidates could be delayed.

Whilewe have not expeience any such system filure, sccdntor securitybreach  date, we canot sssure o thatour daa protecton efforts nd o nvesiment i information
technology will prevent significant breakdowns, data leakages, breaches in our systems or other cyber incidents that could have 2 material adverse effect upon our reputation, business, operations or
fincial condion, whethedue 03 ossofcu rade secres o oerprorieay nfortion o ohe silr disuptions. Fo example, i sch a event wee 10 occur nd Cause erpons i out
operations, i could el i 3 matra disupeon o o programs and the developme of o poductcandidtes coukdbe elaye. In dditon, thelos of cliical ial dta for oue productcandidtes
Could rsut i delays i oue marketing approval effonsand ignfcanly ncrase o costs o recover o repoduce the dt. Futhermore, iglfcan disuptionsof out intena 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 10 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
ey, compelus  comply with ederal o tate breach noification laws ad foreign aw eivales,Subect us 1 manelory omreciveacion and oberwise subjctus o laily e aws
3 egaltions that proect theprivacy an secuiy of persnsliformation, nchding prvaie st o clssatios unde the Califrnia Consume Privacy Act which could resutn Sigifcant
Tegaland inancialexposare and eputationsl damages that could potentially have an averse effect on o bsines.

Product liabliy lowsuies against us could cause us 0 incur substantiallabilies, could divert our resources and could
may develop.

it or delay our commercializaion of any product candidates that we

‘We face a inherent ris of product libilty exposure related 0 the testingof our product candidates i human clinical rals and wil face an even greatr ik if we commercialy sll any.
products that we may develop. While we currenly have no products that have been approved or commercial sale,the use of product candidates by us in clnical rals, and the sale of any approved
products in the fture, may expose us to labiliy caims. These claims might be made by patients that use the
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product, healthcare providers, pharmoceutical companies orothers seling such product. On occasion,Lrge judgrments have been awarded in class action awsuits based on producrs that had
‘unanticpated adverse effects. If we cannot successfully defend ourselves against clams tha our product candidates or poducts caused njuries, we could incur substantial liabiltie. Regardless of
‘meritor eventual utcome, product labilit claims may result n:

- dela,varitionortermination o clncl s
- decreasd demandfor any podoctcanidatesorproducts hat we may deselop:

- il of egultory appeoval, e, rsrcion o the pprova o lck b wamingor conrinication foranspproved devg:
+ iniury 1o o reputation an sgnificant egaive media reion:

+ il of clinica il subjects:

+  initiation of investigations by regulators;

- gificantcoe o defnd the et igation nd diversion of e’ e ot resources:

*  substantial monetary awards to study subjects or patients;

+ rodctrecall,withrmwas o abeling, martaring o promotional resrcions;

+ los of revenoe; and

- he ity e deay of oureffrs 10 commmercialize any prodkcsthat we ay develop.

‘Although we maintain product lsbilit insurance coverage, it may ot be adequate to cover alllablitis tht we may incur. We anticipat that we will need t increase our insurance
coverage a5 our product candidates advance through clinical rals and if we successfully commercalize any products. Insurance coverage s incressingly expensiv, thus we may not b ble (0
‘maintain insurance coverage a a reasonable cost o in an amount adequate to satisy any lability that may arise. I a successful clinical tal or product ability claie or series of claims i brought
‘agains us for uninsured liabiliesor in excess of insured labiltie, our assets may notbe sufficient 0 cover such claims and our business operations could be impaired.

Our employees, independent contractors, including our CROS and CMOS, commercial partners, consulants,suppliers serice providers, and other vendors may engage in misconduct or other
improper activiies, including noncompliance with regulatory standards and requirements, which could have an adverse effect on our result of operations.

e are exposs 1 therisk that our employees, independentcontracor, inclding our CROS and CAOS, commerial parners,consltant,suppliers,sevice providers,an othr verdors
‘may engage in misconduet o othe llegal activiy Misconduct by hese partiescould include ntetionl, eckles anl o negligent conduct or other unauthorized aciviie tha violteth L and
egultionsof th FIDA and aer sl foreign regultory auborties, nclding thos aws tht ruie th reorting of true, complet,and ccurteiforaion 1> Sch fceig reglory
‘nabories manactsing sandards, U.S. fedealan sa halihcar raud 0 abus, daa privacy aws and cber sl no-U.S. vs: o lws that requie the rve,complete, and sccuate
reporting offnancial informatio or data. Actvite subject 0 heselaws ls involve the improper useor mistepresentation ofinormation obained inthe courseof clnca rials, th creation of
fraudulent daa n our nonclinicl studie o clica s, o llegal missppropriaion o produc, which could el i egulaory sancions and ause Serious harn 1 our reputaion. 1 5ot ahways
possible to identify and deter misconduct by employees and other third-parties, and the precautions we take to detect and prevent this activity may no be effective in controlling unknown or
nnanaged isksar losses o in prvectin us fro governmental ivestigations or cter acions o awsults sieming from  alre (0 beincomplance with such Enes o regulaions. In 3o, we
re subject 1o the sk ot e o governmens couldsleg sch (o e miscondcr, ven f none occuTd.F any sch actions ars isinded agios s, and wé S hotSaccesul i
‘etending ourslves o assering o rihi, hose cionscould ave  igafcan mpact o oue business nd finaeial resls, including, without iiaio,the mposiion ofsgnfcant civl,
criminaland administative penalie, dmages, monetary ies, disgorgements, posible exchsion from partcipaton n Medicare, Medicaid and ot U.S. healthcare programs, imprisonment, cber
‘sanctions, contractual damages, reputational harm, future eamings and curtailment of our operations, any of which could adversely affect our ability 0 operate our business and our results of
operations.

£
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The COVID-19 pandemic, which began in lte 2019 and has spread worldswide, may continue t affect our abily o nidate and complete preclinical studies and clinical trials, disrupt regulatory.
activites, disrupt our manufocturing and supply chain or have other adverse effects on our business and operaions. In additon, this pandemic has caused substantial disruption i the financial
‘markets and may adversely impact economies workdwide,both of which could result in adverse ffects on our business and operaions.

‘The COVID-19 pandemic, which began in December 2019 and has spread worldvwide, caused many goverments o implement measures to slow the spread of the outbreak through
‘quaraniines, trave retricions, eightened border scrutiny and ocher measures. The outbreak and govenment measures taken i fesponse have aso had a sigaificant impact, both directly and
indirectly, on businesses and commerce, s worker shortages have occured, supply chains have been disrupted,faciltes and production have been suspended, an demand for cerain goods and
services, such as medical services and supplies, has spiked, while demand fo other goods and services, such as travel, has falln. The futue progression of the outbresk and i effecs on our business
and operations are uncertan.

‘Our busines, operatons and clinical development imelines and plans have been and could continue to be adversely affeced by COVID-19, nd could be adversely impacted by other
healkth epidemics in regions where we have concentrations of clinical ral st or other business operations, and could cause significantdisrupton inthe operations of CROS upon whom we rely. The
‘COVID-I9 pandemic has affected multple countres workdwide, incucing those where we have planned and ongoing preciinical studies and cliical tials. In adition, in response o the COVID-19
‘pandemic, many siate local an foreign goverments put i place quarantines, executive orders, shlie-in-place orders and siilar govenment orders and restrictions in orde 1o control the spread of
the disease. Such orders o retrictons, an the perception tht such orders o resrictions could contiue o, afer being lfed, be renstate for a period of time, have esulted in business closures,
‘work stoppages, sowdowns and delays, work-{rom-home polices, ravel restrctions and cancelltion of events, among, ober effects tha could negatively impact productvity and disrupt our busioess.
and operations. Whillesome of the orders an restrictions have been lfted, we cannol be ceran tha such orders and restricions will ot be renstatedin the fuure. We have implemented
vaccination policy for our employees and have also implemented enhanced trvel-safe policies or our employees” travel 10 our linical sites. We may take further actions that alter our operaions a5
‘may be required by federal, state orlocal authorities,or which we determine are in the best interess of our employees.

Moreover, our clinical development imelines and plans could be affecte by the COVID-19 pandenic as we and thethic-party manufacurers and clinical research organizations that we
engage may face disruptions. Sie niiaion and patien encollment couldbe delayed o suspended due 0 prioritization of hospital resources oward the COVID- 19 pandemmic of patents no having 2

desire to enroll i clinicaluials dve to concens regarding COVID-19. While we have not experienced any materal delays in enrollment, we cannot be cerain thatwe will not experience future delays
in enrollment. In addition, some patients may no be able to comply with clinical rial rotocols an the abliy 10 conduct follow up vsis with treated patients may be limited f patients do not want

0 participate in follow up vists due 0 concers regarding COVID-19 o if quarantines impede patient movement or interrpt healhcare services. There may be shortages inthe raw materials used in
the manufacturing of our product candidstes orlsboratory supplies for our preclinical studies and cliical tils, n each case, because of ongoing efforts to addres the utbresk.

‘We cannot assure that the inabilty to collec such clinical data would not have an adverse impacton our clinical ia results. Smilrly, our ability o recruit and retain patents and
principa imvestigators and site taff who, 2 healthcare providers, may have heightened exposure to COVID-19 could be adversely impacted.

‘We may experience disruptions that could severely impact our business, preclnical stdies, and clinical wials, ncluding:

« delays in receiving approval from local regulatory authorites  iniate our planned clinical rias, incluing receiving any requied “IND';
* delays or dificultes in enroling and retaining patent i our clnical ias;

« delays ordificultes in clinical site initiaton, ncliding diffcules in recuiting clnicl it invesigators and clinical st saff;

+ manufacruring disrptions:

+ delays in clinical sitesreceiving the supplies and materals eeded to conduct our clinical ils;

« delays in the wansport of clinical rial materials;
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+ changes i local regulations as part of  response to the COVID-19 coronavirus pandemic which may require us to change the ways in which our clinical rial ae conducted, which may
reuit in unexpected cost,or 0 discontinue the linical trials altogether;

~ diversion of healthcare resources away from the conduct of clinial tials, incding the diversion of hospials serving as our clinicl tial it and hospital saff supporting the conduct
of our clinica rals;

+ dificltes ecruiing o retaining patents for our planned clinicaltriasif parents are ffected by the virs o are fearfl o visitng or taveling o clinical ria sits because of the
outbreak;

« ierruption of or changes in key clinical rial actviies, such as cinical ia ite monitorin, implementaton of virtual moritoring, use of local esting 1abs, o home delvery of study
drugs,due to imitations on ravel imposed or recommended by federal o stte governments, employers and odhers,use of new digital technologiesfor subject visits o interuption of
clinical rial subject visits and sty procedares, the occurrence of which could affec th inegrity of clinicalwial dota;

« isk that panicipanss olled in our liical rals will acqire COVID-19 whilethe clinicalrial is ongoing. which could impactthe resuls o th clinica ria,inclding by increasing
the number of bserved adverse events;

* delays in necessary interactions with local regulators, ethics committees and other important agencies and contractors due to limitations in employee resources or forced furlough of
sovernment employees;

~ limitationsin employee resourcesthat would otherwise be focused on the conduct of our clnical rals, inclding because ofsickness of employees or thei familis orthe dsire of
employees 0 avoid contact with large groupsof people;

« interruption or delays in the operations of the FDA which may impact review and approval timelines;
+ delays in regulator approvals for our product candidates due 10 the FDA focusing on clnical ral related to therapies and vaccines targeting COVID-19;

+ refusal of the FDA 10 accept data, incuding from clinicalwial i affected geographies o failure 10 comply with updated FDA guidance and expectations reated 10 the conduct of
clinicalial during the COVID-19 pandemic; and

« iterruption or delays o our sourced discovery and clinical actvites.

“The response o the COVID-19 pandermic may reirect esources with respect 1o regulatory matersin 2 way that wouid adversely impact our abilty to pursue marketing approvals. In
‘addition, we may face impediments © regultory meetings and potenial pprovals due to measures intende t limt in-person ineractions. Furthermore, hird partes, including manufactures,
‘medical intiutions, clinicalinvestgators, CROs and consultanes with whom we conduct business, ae similary adjuting their operations and assessing theicapacity i lght o the COVID-19
pandemic. I these third pates continue 1 experience shatdowns o business disruptions, o abiliy 0 conduct our business i the manoer and on the timeline presently planned could be materially
and negatively impacted.

‘The extent o which the COVID-19 pandernic impacts ou business,clinical ials,resltsof operations and financial condition willdepend on fure developmenss, which are highly
uncertin and cannot be predicted, including, bt not limited t, the durstion of the pandemic, s severiy,the ctions to contain the virus o address it impact, and hovw quickly and o what extent
‘government orders and mandates e it and normal economic and operating actvites can resume. Further, while the potential economic impact brought by and the duration of COVID-19 may be.
Giffcut 10 assess o predic, the COVID-19 pandemic has resulted insignificant disruptions of global financial markess, which could reduce our ability 10 access capital, which could in the fuure
negatively affect our liquidity. To the exten the COVID-19 pandemic adversely affects our business, cliical tials, results of perations and financial conditon, it may also have the efect of
eightening many ofthe other risks descibed inthis “Risk Factos” secton. The ultimate impact of the COVID-19 pandemic or a simila heaith epidemic i highly uncertain and subject 0 change.
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We or thethird parties upon whom we depend on may be adversely affected by earthquakes,fres o other natural disasters,or geopolitical events and our business continuity and disaster
recovery plans may not adequately protec us rom a serious disaser.

Any unplaned event, such as earhquakes,fires, lood, explosion, extreme weather, medical epidemic, pandemics, powes outages,telecommunication falures, war or ocher miliary
‘conflic, terrorist acivites o other naural or manmade accidents o incidents could severely disrupt our operation, and have a materal advers.effect on our busines, results of opeations, fnancial
‘conditin and prospects. If a ntural disaster, power outage o otber event occurred tht prevented us from using all ora significant portion of ur headquarters, that damaged critical infratructure,
‘such as the manfacturing facilties of ourthird-party contract manufacturers,or that xherwise disrupted operatios, it may be difficultor, in certain cases, impossibl for s 1 continue our business
for a substantial period of time. The disaster recavery and business continuity plans we have in place currenly are limited and ae unlikely to prove adecuate in the evens o a serious disastr or
Similar event, We may incu substantal expenses 3  reslt of the limited nature of our disaser recovery and business contnuity plans, which, particulaly when taken together with our lack of
eanthquake insurance, could have a material adverse effect on our business.

Unfavorable global economic conditons could adversely afect our business, financial conditon or resuls of operations.

Ourress of operations could be adversely affected by general conditions i the global economy and in the global inancial markes. The economic downturm resuling from the COVID-
19 pandemic precipiated 2 global recession. and together with high rates of nflaion and energy supply issues experienced in certain regions, have led to regional andior global macrocconomic
challenges, the effects of which may be of an extended duration. In patcular, acue rising energy costs may further adversly affect productivity and economic conditions in Europe. Additonally,
financial pressures may cause government or other third-part payers to more aggressively seek cost containment measures i healthcare and other setings. As a resut of global economic conditons,
‘some thirparty payers may delay or be unable t0 satsty ther reimbursement obligation. Job losses or other economic hardships (ncluding inflation) may akso ffect patients ability t afford
healhcare as a esul of increased co-pay or deductible oblgations, greater cost semsitviy (0 existing co-pay or deductble oblgations,lost healthcare nsurance coverage or for cber reasons. We
believe such conditions have led and could contsue o lead to reduced demand for our product, which could have a matrial adverse effect 0n our product sales, business and results of operations.
‘The curren inflatonary environment related o increased aggregate demand, supply chol constaints and the effects from the armed conflct in Ukraine (ncluding the effecs of the sanctions that
‘were implemented n response to the conflict and the resuking impacts on the commodicy market and supply chains) have alo increased our operatng expenses and may continue o affect our
operaing expenses. Our operational costs, including the cost of energy, materials, labor, disribution and our other operational and faclites costs are subject to market conditons and are being.
‘adversely affected by nflationary pressures. Economic conditons may also adversely affect the abliy of ou distributors, customers and supplers 10 obiai the liquidity required o buy inventory or
raw materials and o perform their obligations under agreements with s, which could disrup our operatios. Although we monitor our isiributors’, customers” and supplies” financial condiion and
ther liquidity to mitigate our business isks, some of our distbutors, customers and suppliers may become insolvent, which could have a material adverse effect 0n our product sales, business and
resuls of operation. A significant worsening of gobal economic condiions could precipitat or materially amplify th other risks described herein.

‘We maintain  sgnificant portflio o investments disclosed as cash equivalents and marketable securities on our accompanying Balance Shees. The global spread of COVID-19 has also led to
disruption and volailiy in the global captal markets. The value of ur nvestments may alo be adversely affected by interest. ate fluctations, inflation, downgrades i credi ratings, llquidiy n the
‘capital markets and other factors that may result in other-than-temporary declines inthe value of our investments. Any of thase events could cause us (o record mpaiment charges with respect 1 our
investment potiolio o o realize losses o sale of nvestments.

Risks Related to our Financial Position and Need for Additional Capital

We have incurred sgnificant lsses and negative cash flows from operations since our inception and anticipate that we will continue t incur significant expenses and losss for the oreseeable.
future.

‘We do not have any products approved for sal, we have not generated any revenue from salesof our prducts and have incurred et losses each year snce our company’s formation in
2016 We have funded our operation primarly from the sale an isssance o redemable convertible preferred stock, convertble promissory notes an the sae of our common stock i our iniial
public offering (‘TPO") and in 2 subsequent follow-on offering in May 2022 (he “Follow-On Public Offering"), as wel a proceeds from our China Out-License and draws on our Credit Faciliy
(defined below). For the years ended December 31, 2022 and 2021, ournet losses were $62.1 millin and 13,3 millon,respectively. As of December 31, 2022 and December 31, 2021, we had an
accumlated dfictof $106.8 million and $46.7 million, respecively. Additionally, te net losses we incur may flucuate signifcandly from quarte to quarer uch that  peiod-1o-period comparison
of our resus of operations may not be 2 good indicator of ur fture performance. The size of our fuure net losses will depend, in part on the
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rate of future growthof our expenses and our abilty 1o generate revenue. We expect that it wil be over a year or more, f ever,before we have a product candidate eady for commercalizaion. We
expect incur increasing leves of operating loses over the nex several years and for the foreseeable future as we advance and commerciaize, if approved, our product candidates. Our prior losses,
‘combined with expected future losses, have hid and will continue 0 have an adverse effect on our accumulated deficit and working capital.

‘We expect to contine incurring significant expenses and increasing operating loses fo the foreseesble future. We expect that ur expenses will increase substantially f and as we:

+ cstablisha sals, marketing,andistibution nfasirucur o commercialize any roduct forwhich we may obiai markeing approval, including TP-03 for the posenialreamentfo-
Demodex bephariis;

+ enhance our product development and planned future commercialization efforts, including through hiring additional clinical, regulatory, quality control and scientific personnel;

- sook markting approvas ad reimbursemen oxour prcuct candidtes:

+  prepare for and initiate additional preclinical, clinical and other studies for our product candidates;

- chunge or add addiionsl manufactures or supplies, some ofwhich y reqirsadionslpermis or cler goveranenalapprovals;

*+ create additional infrastructure to support our operations as a public company, including adding operational, financial and management information systems and personnel;

+ seok o ideniy sess, acquie o develop aditional product candidtes;

* acquire or in-license other product candidates and technologies:

- make milestone or other paymentsinconnection wih th development o approvl f ur prodct candidtes;

+ maitan, protet, enforce and expand our intllctalpropertyporolic;and

- experenceany deays orencouste isues with any of the above.

Because of the numerous isks and uncertainties associated with biopharmaceutical prodct development, we are unable 0 accuratly predic the timing or amount of increased experses
‘or when, or f,we will be able o achieve profitablity. Our expenses could ncrease beyond our expectations f, among other things:

« there are any delaysin establshing appropriate manufacturing arrangementsfor o completing the development of any of our product candidates;
+ we are required by regulatory authoritiesto perform clnical rals or studiesin adition 0, or diferent than, those that we currently expect;or
« there are any third-paty challenges o our intellectal property or we need to defend against any intellecual propery-relaed clim.

Even i we obain regulatory approval for and are successfl in commerciaizing one or more of our product candidates, we expect © incur substantial additional research and
development and other expenditures to develop and market additional product candidate orto expand the approved indications of any marketed prodct. We may encounter unforeseen expenses,
iffcuties, complications, delays and other unknown facors that may adversely affect our usiness.

Our limited operating history may make it diffcult foryou o evaluate the success of our business o date and to asess our future viabiliy.

‘We commenced acivitie in 2016. Ou limited operating history may make it difficut 10 evaluate the succes of our business to date and o asses our fuure viability Our operations 1o
date have been limited to organizing our company, reising capital, idenifying and developing product candidates, establishing licensing arangements ando acquiring necessary

a
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technology, undertaking reseatch, precinica stdies and clinicl tias of ur product candidats,establishing arrangements for the manufacture of product candidates and longerterm planning for
potential commercalization of our product candidates,including TP-03 fo the potential reatment of Demodex blepharits. Our prospects must be considered i lght of the uncertainie, rsks,
expenses and diffculie frequently encountered by companies i thir early stages of operations. We have imited experience in and have notyet demonstated our abilty 0 obtain marketing.
approvals, manufacture 2 commercial cale product or arrange for a third party 1o do 50 o ou bohalf,or conduct sles, marketing and disrbution activities necessay for successfl product
‘Commerciaization. Consecquently, any predictons you make about our future successor viabilty may not b a5 accurate 3 they coukd e f we had a longer operating istory or 3 history of
successfully developing, obaining marketing approval for and commercializing products.In addition, a5 our business grows, we may encounter unforeseen expenses, difficules, complicaions,
elays and other known and unknown obsiacles. We will need o ransiion at some point from a company with a research and development focus 0.2 company capable of supporting commercial
activities. We may not be successful in such a transiton.

We may need o obain addidonal funding to complet the development and any commercialzaton of our poduct candidaes if approved. 1f we are unable t rise this ncessary capital when
eeded, we would be forced 0 delay reduc or elminate ur productdevelopment programs, commercilizaton effot o ther aperatons.

‘Since ourinception, we have funded our operations through private placements of prefered siock,convertble promissory notes,the sale of our common stock in our IPO and our Follow-
On Public Offering. as well as poceeds rom our China Out-License and draws on our Crdit Facility. Over the next fiw years, we expect our expenses 0 increase substantially and we wil equire 3
Larger amount of apital o fund the development o our product candidaes. As our product candidaes enter and advance through preclinical studies and clinical rials, we will eed substanial
‘additional funds to expand our clinical, egulatory, quality and manufacturing capabiltes. I aditon, if we obtain markecing approval for any of our product candidate, we expect ©incur
significant commercialization expenses related to marketing, sales, manufacturing and disrbution. Furthermore, 5 a public company, we incur significan legl,accounting and other costs associated
with operating 25 3 public company.

‘We believe that our cash, cash equivalents and marketable secuites of $217.0 millon as of December 31, 2022 i suffcint 0 fund our currnt and planned operations for at leat the
next twelve monihs from the date of iling this Annual Report on Form 10-K. These funds together with the $5.0 miion o expected proceeds from the China Out-License during 2023, nd available
funds under our Credit Facilty, will enable us 10 fund our operating expeases and captal expenditure requisements a least oo the second haf of 2026. Furthe, we believe our exising cash, cash
equivalents and marketable securites will e insufficient for s t concurrently fund the commercialzation of TP-03,if approved,for the potential reatment of Demodex blepharits and continue 0
develop our other product candidates.

‘We will eed torise substantial additional capital to complete the development and commercialzation of our other product candidates through one or mare of: equity offerings, draws
from our Credit Facilt, marketing and distbution arangernents and osher collabortions,srategc aliances an licensing arangements o other sources.

‘We may need t raise additonal funds carler than currendy anticipated if we choose to pursue additiona indications for our product candidstes, acquire new product candidates or
otherwise expand our business more raply than we presenly planne. We have based these estimates on assumpions that may prove  be incorrect o requie adjustment because of our ongoing.
business decisions, and we could tlize our available capita resources sooner than we currently expect. Our future captal requirements will depend on many factors,including:

~ the scope and costs of manufactuing development and commercial manufacturing,activites and our abilty 1o scale them up:

+ e scope, rate of progress, costs and resuis of our drug discovery, precinical development actviie, aboratory testng and clinical rals for our product candidates;

« the number and scope of cliical programs we decide to pursue;

« the extent 0 which we acquire o in-icense other product candidates and technologies;

+ the cost timing and outcome of regslacory review of our product candidates, incuding the potentalforregalatory authorites o reqire that we conduct more studies and tials than
those that we currently expect to conduct and the costs of pos-marketing st o isk evaluation and mitigation sirategis tha could be requied by regulatory authortis;

2
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+ potenial changes n the regultory enviroament and enforcement ules;
= the cost an timing of establishing sales and markeing capabiliies, f any of ur product candidatesreceive marketing approval:

« the castsof preparing. filing and prosecuting patnt applications, mainiaining and enforcing our inellectualpropery ights nd defending intelectual property-elaed claims:
* ourabiliy to establish and maiotain collaborarions on favorabe tems fat all

+ ourabily tosatisfy ourousianding debe bligacons;

* oureffos 0 enhance operational sysems and our abilty 10 aract, hire an reain qualifed personnel, incudin personel t support the evelopment of ot product cndidtes;
« potential changes in pharmoceuticalpricing an reimbursement nfrasructue:

« the coss associated with being a public company: and

= thecost asociated it commercializng our product candidates, f hey eceive marketing approval.

Identiying potenial product candidates and conducting precliicalstudies an clinicaltral s a time consuming, expensive and uncerain process thatfakes years to complete, and we.
may never generat the necessary daa orresultsrequired o obtain marketing approval. n additon, our product candidates,If approved, may ot achieve adequate product sales or commercial
‘Success. We expect to commercialize TP-03 for he testment of Demadex blepharits durin the second half of 2023, but could experience delays with approval. Accordingly, we will need to
Continue to sustain our xistng capial resources to fund ou futare operating expenses and capital expendture requirements. Adequate ackitions financing may ot be avaiable 0 us on acceptable
terms, orat all and may be impacted by the economic climste and market conditions. I we are unable o aise capita when needed oron atractive terms, we wouldbe forced o delay. i, educe or
eliminate ous esearch and development programs o future commercialization effort or grant rights 10 develop and market poduct candidate that we would otherwise prefer (0 develop and market
ourslves. In addition, aiemping to secure additional financing may divert th time and attenion of management from day-1o-day actviies and disract from our research and development eforts.
Altematively, we may seek additonal capitaldue to favorable morket conditions o srategic considerations, even f we believe we have sufficiet funds for our current orfure operating plas.

In February 2022 we execuied 2 loan an security agreement (ihe “Creit Facilit”),as amended n January 2023 (see Note 10) with Hercules Capital,Inc. (*Hercules") and Silicon Valley
Bank (“SVB"). Concurrent withthe execution of the Credit Failty,the Company made a $20.0 millon dcaw. As of December 31, 2022, te Credit Faciliy provides or a emaining aggregate
principal amount of up o S135.0 millon with ranched availabilty 2 follows: $25.0 million ebated 10 the NDA subaission for TP-03, $35.0 millon upon FDA approval of TP-03, $50.0 million
‘upon achievement of productpet revenue tresholds, and $25.0 million upon lender approval. On March 15, 2023 we made 2 $5.0 millon deaw (including SVB's commitment of $1.25 millon) from
the $25.0 million tranche associated with the NDA submission of TP-03. Each ofthe tranches may be drawn down in 55.0 million ncrementsat ur election. As repored elsewhere, on March 10,
2023, SVB was closed by the California Department of Financial Protection and Innovation, which appointed the Federal Deposit Insurance Corparation, o the FDIC, as receiver, and SVB was
subsequently transferred into a pew entiy, Silicon Valley Bridge Bank, N.A. On March 12, 2023, the Degartment of the Treasury, the Federal Reserve, and the FDIC joinly released a satement that
depositos at SV would have acces o their unds, even those in excess o the sandard FDIC insurance limits, under 2 systemicrisk exception. Such parties also announced, among other tems, that
Silicon Valley Bridge Bank has assumed the oblgations and commitments of former SV, cormmitments t dvance under existing credit agreemments wil be honored in accordance with and pursuant
0 the terms of such credit agreements and any other dusiesor oles under existing credit agreements willbe performed by Silcon Valey Brdge Bank in accordance with and pursuant t the terms of
‘such credit faciltes. However there can be a0 assurances that the closure of SVE, o any ather financial instittion,or any related impacts across the financialservices industry will not adversely
affect our bilty to accessthe additional the sddiional vailability under the Credit Facily.

Roising additional capital may cause dilution to our stockholders, restict our operations or require us to relinguish rights to our technologies or product candidates.

Untl such time, if ever, as we can generate substandal product revene, we expect 0 finance our cash needs through possible combinations of equity offerings, debt financings,
‘collaborations, sategic alliances and licensing,
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armangement. To the extent that we raise aditional capitaltheough he sae of equity or convertble deb securtis, your ownership iterest will b diluted and the terms o these secuites may.
include liquidation or other preferences that adversly affect your ights s 2 common stockholder For example, n May 2022, we completed the Follow-On Public Offering. in which received total
‘goss proceeds of $79.5 millon (before underwriting discounts, comissions and other estimated offeing expenses) through th issuance of 5.9 million shares of our common stock. Deb financing,
if availabl, may involve agreements that include covenants limiting o resricting our ability to take specifc acions. For example, the Credit Facilt resricts our abilty to pursue ceran transactons.
that we may beleve t be i our best interess without the pror writen consent of Hercules and SVB, ncluding but not limited t, incurring aditional indebtedness (subjec t cerain exceptions with
respect o issuing convertibe indebtedness). incurring additional lins (includin  negtive pledge on inellecual property), engaging in mergers, acquisitions and consolidations; conducting asset
sales or exclsively lcensing our assets in 2 ransaction that constittes legal transfer 10 such licensce, making ivestmenss and loans,engaging i cerain corporate changes, ransacting with affliaes,
declaring dividends or making other distribucions, and making payments on ertain other indebiedness.

18 we rasefunds through colaboraion, srategic allances o lcensing arangements it thind partes, we may have 0 relinquish valuable rights o our technologes, utre evenue
sreas,research prosars o prodocecandidates o gant icenses n e hat may ot be Favrable . w e funds hrough esarchsrans, we ay be subject 10 ceain reuiremsents,
‘which may it ou abilty (0 use the funds o reguie s 0 share information from our research and developrment. Raising additonal capia heough any of these or the means coud sdversely
lfec our usines an e bolding o righes of ou stockboldrs, and may cause he marke price of our share 10 decine. 1 we are unabl o ris additlona s hrough eqity o deb nancings
‘when needed, we may b reuired 0 dely, i, educe o tenmirote our product development o e commmercializaton effors orgrant ights 1o develop and market productcandidares that we
would otherwie prefer o develop and market ourseves.

Adverse developments affecting thefinancial serices industry, such as actual events or concerns involving iquidiy, defaults or non-performance by financial insttutions or transactional
counterpartes, could adverselyaffect our business and our financial condition and results of operations.

Actual events involving liited liquidity: defauls, non-performance o oiher dverse developments that ffect financial institions, ransactionalcounterparties or ther companies in the.
financial services indusiry o the financial services industry generally, o concerns of umors about any eventsof these kinds or other similar risks, have i the past and may in the futue lead 10
‘marketwide liquidity problems. For example, on March 10, 2023, SVB was closed by the California Department of Financial Potection and Innovaion, which appointed the Federal Deposit
Insurance Corporaton, o the FDIC, a receiver, and SVB was subsequently transferred intoa new enity, Slicon Valey Bridge Bank, N.A. On March 12, 2023, the Department ofthe Treasur, the
Federal Reserve, and the FDIC ointly released a satement tht depositors at SV would have access 10 ther funds,even those inexcess ofthe sandard FDIC insurance limits, under a systemic risk
‘exception. Such paries also announced, among othr tems, tht Slicon Valley Bridge Bank has assumed the abligatons and commitmentsof former SVB, commitments to advance under existing
creditagseements sill be homored in accordance with and parsuant t the terms ofsuch credit agreements and any other dusiesor roles under exstng,credit agreements il be performed by Silicon
Valley Bridge Bank in accordance with and pursuant to theterms of such credi acilites. A similar trcture was established for Signature Bank.

‘We corrently maitan cash held in deposit at third-party financial insttutions i the U.S.,including at SVB. These depasits are insured by the Federal Deposit Insurance Corporation
(FDIC) i an amount up 1o $250,000 for any depasior (and with respect 0 SV arefully insured pe recent correspondence from the FDIC), and any cash deposis in excess o thisinsured amount
‘could be ost. o the extent we hold cash deposits i amouns that exceed the FDIC insurance limitation, in the event o a failure of any of the inancialinstitutions where we malntain deposits, we.
‘may incur a oss o the extent such loss exceeds the FDIC insurance imicaion, and such a failure could have a material adverse efect upon ou liquidiy, operations and out results o operations.

Additonslly, we s oher paries with whorm we condict business may be unable to acces funds i such depositaccount o oher account, ncluding money market funds, beld witha
financial insitution o lending arrangements with sch a financil instttion. Our ability and any of our counter-party’s abilty o pay their oblgations o usor o ener into new commercial
amangements requiring addiional paymens to us could be adversely afected. Inthis egard, counterpartis to SV credit agreements and arrangemenss, and tird partis such as beneficaries of
lettrs o credit (among others), may experience diect impacts from financialinsiutions n th future and uncertaincy remains over liquidity concers i the broader financialservices ndusty.

Inflaton and rapid increases n ioterest ates have led o a decline in th trading value of previously issued government securites with interest rates below current market interest raes.
‘Although the U.S. Department of Treasury, FDIC and Federal Reserve Board have announced a program to provide up to S25 billon of loans to financial instittions secured by cetan of such
‘government securtis held by financial inttuions to miigate theris of potental losses 0n th sae of such
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instruments,widespread demands for ustomer witbdrawals o othr liquidity needs of fnancial instituions for immediaely liquidity may exceed the capaciy of such program. There is 1o guarariee
that the U.S. Department o Treasury, FDIC and Federal Reserve Board will provide acces to uninsured funds n the fuure in the eventof the closue of other banks of fnancial instiutions, o hat
they would do s0in a imely fashion.

Our existing indebiedness may limit our lexibilty i [inancing and operating our business and adversely affect our business, financial condition and resultsof operations.

I February 2022 we entered nio the Credit Faciity with Hercules and SV, as amended on January 5, 2023. As of Decerber 31, 2022, the Credit Facilt provides for a remaining aggregate.
principal amount of up o $135.0 million with ranched avaiabily.In addiion o these amouns, we may borrow substantial funds in the e 1 provide a porion ofthe capita needed in our
business and may secure therepaymentof such borrowings by placing dditional lens o other encumbrances on our assets. Our Credit Facilty contains customary conditons to borrowing, events of
defaut and affimative and negative covenanss, including covenants tha retrict our aility 0 incur additional indebtedness, incur additional ien, conduct asset saes or excusively license our assets
in a transaction that consttutes legal ransfer o such licensee, make investments and loans, engage in certain corporate changes, ransact withaffiaes,or eclare dividends or make other
disributions to bolders of o stock. Such restricions could limit our bilt o take certan actions and could reduce our flexibility 0 run and manage our business which could have an adverse ffect
‘on ourresuls of operation. The obligations under the Credi Facility ae secured by a fist prority ien on substandally allof our assts,excluding our inellecual property on which there is
‘egative pledge, subject 1o ustomary exceptions.If we were unable o repay amouns due under the Credit Facilty, Hercules and SVB could proceed againstsuch asset. Any declaration by Hercules
or SVB of an event of defaultcould sgificanly harm our business and prospects and couid cause the price o our common stock o declne.

We may engage in acquisitions orsirategic partnerships that could disrupt our business, cause dilution 1 our stockholders,reduce our financil resources, cause o o incur debtor assume
contingent liabilities, and subject us t0 other risks.

i the future, we may enter 010 transacions 10 acquire oher businesses, products o technologies or enter ino sraegic partneships, inclading lcensing, If we do idendfy suitable
‘acquisiton or partership candidates, we may not be able 0 make such acquisiions o< parterships on favorable erms,or at al. Any acquisitons or partnerships we make may not sirengthen our
‘compeiive posiion, and these ransactions may be viewed negaively by customers of nvesiors. We may decide {0 incur debt in connection with an acquisiion o ssue our common stock or other
quity securties to the stockhokders of the acquired company, which would educe the percentage ownership of our exising stockholders. For example, our Credit Facilty may restic our bilty to
pursue cetain mergers, acquisitions or consolidation withoutobiaining th prior consent of Hercules and SV or repaying our outsanding loan amounts.

‘We could incur losses resuling from undiscovered labilites of the acquired business or partership that are not covered by th indemaification we may obiain rom the sellr or ur
partner. I adkiton, we may not b able 0 successfully itegrate any acquired personnel, echnologies and operations into our exising business i an effectve,timely and non-disruptive manner.
‘Acquisitions o partnerships may also divert management ttenton from day-to-day responsibilites, lead 10 a ossof key personnel, increase our expenses and reduce our cash available fo operations
‘and other uses. We camnot predic the mumber,timing or size of future acquisitions o parterships orthe effec that any such transactions might have on our operating resuls.

Our ablity 0 use our net operating loss caryforwards and certain other tx atibutes may be limited.

‘We have ncurred substansial losses during our histry which we expect 0 continue, do pot expect & become profiabl inthe near future, and we may never achieve proftabilicy. Under
‘Sections 382 and 353 of the nternal Revenve Code of 1985, as amended (the “Code”,ifa corporation undergoes an “ownership change,” generally defined a5 a greater than 50 percenage point.
change (by value) in it equity ownership by cerain stockholders over  three-year period, the corporaton’s abilty 1o use it pre-change net operating loss carrforwards ("NOL"), and other pre-
change tax atribute (such as research tax credis) o offset s post change income or taxes may be limite. We have not yet complted an ovwnership change analyss. I a requiite ownership change.
‘occurs, the amount of remaining tax. atribut carryforwards availble o ofset taxable income and reduce income (ax expense i fure years may be restricte o eliminated. imilar provisions of
state ax law may also apply t limit our use of accumulated stae tax atributes In dition, tthe state level, thre may be periods during which the use of NOLS is suspended or otherwise limited,
which could accelerte o permanently increase satetaxes owed. As a resull, even if we atain proftability, we may be unabl to use 2 materal porton of our NOL and other tax atrbutes, which
‘could adversely affect our future cash lows.

ULS. federalincome tax reform and the implementation of such reforms could adversely affect us.
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On December 22, 2017, the U.S. enacted the “Tax Cuts and Jobs Act” (the “ TCJA") tht igaificanly reformed the Code. The TCIA, among other things,includes contained sigificant
changes to corporate taxaton, including a reduction of the corporate ax rate from a top marginal ate of 35% 0 a flat rte of 21%, the imitaton ofthe tax deduction for net nteest expense (0 30% of
‘adjusted earmings (except for certan small businesses) the mitation of the deducion for NOLS arising intaxable years beginning afer December 31, 2017 to 80% of current year axable income and
elimination of NOL carybacks fo lossesarsng in axable years ending after December 31, 2017 (1hough any such NOLS may be carried forwar indefinitely),the imposition of  one-time taxation
of offshore earmings atreduced rate regardless of whether they arerepatriate, the elmination of US. tax o foreign earnings (subject (0 certain imporant exceptions), the allowance of immediate
deductions fo cerain new investments nstead of deductions for depreciation expense aver time, and the modificaion orrepeal of many business deducrions and credit. The financial satements
‘contained heren relec the effectsof the TCIA based on curent guidance. However,there emain uncertainties and ambiguities n th applicaton of cetain provisions ofthe TCIA, and, as a resul,
‘e made certain jodgments and assumpuons in the interpretaton thereot.

A partof Congress’s response (0 the COVID-19 pandernic, the Familie First Coronavirus Response Act (‘FFCR Act”) was enacted on March 18, 2020, andthe Coronavirus Ald, Relef,
‘and Economic Security Act ("CARES Act”) was enacted on March 27, 2020. Both contain numerous ax provisions. In partcular, the CARES At reroactvely and temporarily (fo txable years
beginning before January 1, 2021) suspends application ofthe 80%-of income limitation on the use of NOLS, which was enacted as part of the TCIA. It also provides that NOLS arising i any taxable
‘year beginning afer Deceraber 31, 2017 and before January 1, 2021 are generally elgible to be carried back up o five year. The CARES Act also temporarly (for taxable years beginning in 2019 or
'2020) rlaxes thelimitation ofthe tax deductiblity for nt interest expense by increasing e limitation rom 30% t0 50% of adjusted axable income.

Regultory guidance under the TCIA, the FFCR Actand the CARES Actis and continues to be forthcoming, and such guidance could ulimately increaseor lessen impactof these laws.
‘on our business and financial condition. t i alsolikely that Congres will enact adional tax egisation in connection with the COVID-19 pandemic, some of which could have an impact on our
‘company. In adliton, it is uncetain if and 10 what extent various states will conform to the TCIA, the FFCR Actor the CARES Act.

Risks Related to Development and Commercialization of our Product Candidates

We are heavily dependent on the success of our leod product candidate, TP-03, forthe treatment of Demodex blephariis.If we are unable 0 successfully complete the linical development
program, obtain regulatory approval fo, or commercialize, TP-03, or experience significant delays in doing s, our business will be materially harmed.

‘We currently have 20 products that are approved for commercial sale and we have never had any products approved for sale o commercialized. To date, we have invested 2 substantial
‘msjoity of our business effots and financialresources o the preclinical and clinical development of TP-03 forthe treatment f Dernodex biepharis. Our fuure success is dependent on our ablity o
‘successfully develop, obtaa regulatory approval fos, and commercilize TP-03 for he treatment of Demodex blepharits. Whillethe NDA for TP-03 for the potental reatment of Demodex blepharitis
was accepted by the FDA, with a stated PDUFA decision date of August 25, 2023, we cano accurately predict when o if TP-03 will b proven o be effective or safe in humans or whether it will
receive regulaory approval. Before we can generate any revenue from sals of TP-03, we will be required toseek and obain regulatoy approval, secure adequate manafacturing supply 0 support
‘commercialsles and build a commercial organization. Further, the commercial success of TP-03 willaso depend on patent protection,successfully educating ECPs about Demodex blepharits and
related diagnasis, acceptance of TP-03 by patient, the medical communty and thirc-party payers, TP-03's abilty 0 compete withother therapies, secure adequate healthcare coverage and
reimbursement, and maintenance of an acceptable safety proile following approval, among other facors If we do notachieve one or more of these factors ina timely manneror at a, we could
experience igificant delays o an inabilty t0 successfully commercialze TP-03, which would materially harm our busines. f we were required t0discontinue development of TP-03, or i TP-03
does not receiveregulacory approval, failsto achieve sigaificant market acceptance, or fals 10 receive adequate reimbursement, we would be delayed by many years i our ablity o achieve.
profiabily, if ever, and may not be able o generate sufficient everue to coninue our business.

Even f TP-03 or any other product candidate that e develop receives marketing approva, we may ot be successfulin educating ECPs and the market about the need for reatments specifcally
for Demodex biepharitis and other diseases or conditions targeted by our product candidate. TP-03 or other product candidate that we may develop may il 1 achieve market acceptance by
'ECPs, other healthcare providers and patient, or adequate formalary coverage, pricing or reimbursement by thid-party payers and others in the medical community, and the market opportunity
for these products may be smller than we estimate.
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1 TP-03 or any othe product candidate that we are developing or develop receives marketing approval, it may nonetheles fail 0 gain sufficient market acceptance by ECPS or oher
heakthcare providers, patent, third-party payers and others i the medical community. Thereis no approved prescription therapeutic for Demodex biepharts and curren testments include overthe-
‘counter and off-abel remedies such a tea ree il I wipes and arificial tear, s well s off-label prescription products. Efforts to educate the medical communiy, patients and third-party payers on
the benefis of our product candidates may requiresigaificant resources and may not be successful.

“The NDA for TP-03 forthe reatment of Demodex blepharits was accepted by the FDA, with a PDUFA decision date of August 25, 2023. If TP-03 eceives FDA or ther regulatory.
‘marketing approval,including the treatment of both signs and symtoms of Demodex blephariti, ECPS and potential patents may not have sufficint nformation abou, o recognize the need for a
reatment specifcally tageting Demodex biephariis, i i possibe that ECPs may contnue (0 rely on oher ireatmentsfor treating symploms consistent with Demodex blepharits. A key tenet of our
commercialzaton srategy s to educate ECPS on Dermodex blepharitis and how to disgnose it with a simple st lamp exarmination 2 well 2 aise ptient awareness of Demodex blepharits.
However, our efforts may prove (0 be unsuccesful, and we may not be able o develop this new market for which ther i 00 approved treament.I{ TP-03 receives FDA o other regulatory marketiog
approval, we may sillnot achieve success i promotional effossfor TP-03, and ECPs may continue to e exising reatmenssraher than TP-03 or any other product candidate and potential patients
‘may not inguire as to TP-03. s also possible tha ECPs and patiens may not be willng t adopt TP-03 for the reatment of Demodex biepharits because o the possbiliy that the disease will recur
despite mite eradication and the potential for periodic use of TP-03.

In addiion, if generc versions of any products tha compete with any of ou product candidates are approved for marketing by the FDA or comparable foreign regulatory authorites, they:
‘would ikely be offered at a substantaly lower price than we expect 0 ofer for our product candidate, if pproved. A a result, ECPS, patients and third-party payers may choose t rey on such
productsratherthan our product candidates.

1 TP-03 or any other product candidate that we develop does not achieve an adequate levl of acceptance, formulary coverage. pricing or reimbursement we may nox generat signficant
product revenues and we may no become profiable. The degree of market acceptance of TP-03 or any other product candidate tht we develop,if pproved for commercial sal, will depend on a
‘umber o facors, including:

+ the efficacy, safey and potenial advantages of our product candidates compared o alterntive treatmens, ncluding the exstng standard of cae, and the perceptions by members ofthe
healthcare community of the same;

* our ability to offer our products for sale at competitive prices, particularly in light of the lower cost of alterative treatments;
+ the clnical indictonsfor whichth produxc is approvecs

+ the convenience and ease of administration compared to altenative treatments;

- the ilingoess o the targe patent populaton 0y new herapies and f ECP o prescribe tese therapiess

*+ the strength and effectiveness of our marketing and distribution support, which may be adversely impacted by the COVID-19 pandemic;
+ publicty conceming our poductsor compering poducts and trestments;

+ the timing of market introduction of competitive products;

- the percepion by patients o physcians tht the iseses we re targeig, incling Demodes biephris, are no brdensome;
+ the potential for our competitors to limit our access to the market through anti-competitive contracts or other arrangements;
- the availabilty of thinpany formuary coverage and adequat reimburseent;

+ product labeling or poduct insert requirement o the FDA o oher regultory auhoriie:

r
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« the prevalence and severiy of any side effect; and
+ any resirictions on the use of our producs, i approved, together with other medications.

Clinical drug development i a lengthy, expensive and risky process with uncertain tmelines and uncertain outcomes,and results of earlie sulies and wials may not be predictive o future
results If clinical ral of our poduct candidates do not meet safety o eficacy endpaints o are prolonged or delayed, we may be unabl t obiain required regulatory approvals, and therefore
be unabie o commerciliz our product candidates o a tmely basis oratal.

Before obtaning marketing approval from regulaory authoriies fo th sale of our product candidate, we must conduct extensive clinical tias 0 demonstrae the safety and efficacy of
the product candidates in humans. The research and development of rugs is an extremely risky indusiry. Only a small percentage of poduct candidate that ener the development process ever
receive marketing approval. Falure or delay can occur a any time during th clinical ral process. To date, we have focused substantially al of our efforts and financial resources on identfying.
‘acquirng, and developing our product candidates,including conducting preclinical sudies and clinical rials. Clinicl esing s expensive and can take many years 0 complete, and we canot be
certain tht any cinicaltials willbe conducted a planned or completed on schedsle, i a all. Furthermore, prodict candidates are subject 0 continued preclnical safety sucies, which may be.
conducted concurrenty with our clinical testing. The outcomes o these safey studies may delay the launch of o enrollment in future clinical rals and could impact our ability o continue o conduct
our clinica ials. Our inability to successfully complet preclinical and clinical development could result i additionl costs 0 us and negatively impac our ability o generate revene. Our future
Successis dependent on our abiliy 0 successfully evelop, obiain egultory approvalfor, and then successfully commercialze product candidaes. We currenly generate 00 revenues from sales of
‘any products, and we may never be abl t0 develop or commercialze a marketable product.

“The resuls of preclinical and early clinical trias of ur product candidates and other products with the same mechanism of action may ot b predictve of the results oflte-stage clinical
il For example, we may ot be abl toreplcate the safety and eficacy reults of o Phase 213 clinical trials for Demodex blepharis in clinical il for ther ndicarions inthe future. Clnical
il falure may resl from a mlitude of factors including flaws i trial design, dose selection, placebo effect,patient enrollment criter,relatively smaller sample size in ealer ials, and faifre to
demonstrate favorable safey or efficacy trais. As such, failure i clinical rials an occur a any siag of tesing. A umber of companies in the biopharmaceutical ndusiry have suffered setbacks n
the advancement of clinical rial due to lack of efficacy or adverse safety profiles, notwithstanding promising reults in earier ials, and we cannot b certain that we will no face similar setbacks.
Based upon negative or inconclusive resuls, we may decide, o regulators may require us, 0 conduct aditional clinical ials or preclinical stdies. In addiion, data obained from clinica rials are
susceptble (0 varying interpreations, and regulators may no iterpret our data 25 favorably 2s we do, which may furher deay,limit or prevent marketing approval. Furtherore, as more product
‘candidates within a particlar class of drugs proceed through clinica development 0 egulatory review and approvl, the amount and type of clinical daa that may be required by regulatory.
‘authorites may increase or change. The outcome of preclinical tsting and ealy clinical iaks may not be preictive of th success of lter clinica ral, and preliminary o interim resuls of a clinical
rial do not pecessaily predict fina resuts. For example, our product candidates may fil 10 show the desired safety and effcacy in cliical development despite posiive esults n precinica stdies
o having successfully advanced through initial clinical rial. The falure of any of our product candidate to demonstate safety an efficacy in any clinical rial could negatively impact the
perception of our other product candidates or caus regulatory authorities 0 require aditional esing before approving any of our product candidates.

1 we are unable to completepreclinicalor clinical trialsof curret o fuure prodct candidates, due 0 safety concerns, o if th resuts of these rals are o satisfactory 0 convince:
regulatory awthorities of thir safey or efficacy, we wil not be abe to obain marketing approval for commercalization. Even if we are abl to obain marketing approval for any of our product
‘Candidates, those approvals may be fo indications that are not 25 broad as desired o may contan otherlmitations that would adversely affect ou ability o generate everue from sales of those
products. Moreover, if we ae not able o differeniate ur product against other approved products within the same class of drugs, o f any o the ther ciscumstances described above occur, our
business would be materialy harmed and our ability o generate revenue from tha class of drugs would be severely impaired.

Each of our product candidates will require additional clinical development, management of clnical, preclnical (fo some of our product candidates) and/or manufacturing aciviies,
regulatory approvalin multipie juridictions, achieving and maintaining commercal-cale supply, building of a commercial organizatin, substanial investment and sgnificant marketing effors
before we generate any revenues from product sales. We are not permitied to market or promate any of our product candidates before we receive regulatory approval from the FDA or comparable
foreig regulatory authortis, and we may never receive such regulatory approval for any of ou product candidates. We may experience delays in our ongoing.
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clinicalral, and we do not know whether planned clnical rials will egin on time, nee 0 be redesigned, enoll patients o time o be completed on schedule, if atal.For example, the FDA had
iniially recommended tha for TP-03 we conduct carcinogenicty testing and has subsequenty agreed in Type C merting minutes that we can submit a cacinogeniciy waiver, andif not granted, the
carcinogenicity testng could be conducted and submitied 25 3 posi-marketing requiremen. Furthermore,the FDA recommended that we conduc embryofetal development studiesin  second species,
which have been completd. Any recommendations by the FDA regarding our appications o cinicaltials could cause delay of any regalatory approval by the FDA and cause our expenses 10
ncrease. We may experience numerous unforeseen evens during,or 3 a result of, cinicaltials that could delay or prevent our abily o receive marketing approvalor commercialize our product
‘candidates, o any other product candidates that we may develop, including:

we may experience delaysin or ailue 0 reach agreement on accepiable terms with prospective CROS, vendors and clinicl sies, th terms of which can be subject 10 extensive
negotiation and may vary significantly among different CROS, vendors and trialsites;

‘we may fail tobtan suffcient enrollment n our linical rafs, our envollment neds may grow larger than we anticpate, or paticipants may il to complete our clinical rials ata
higher rate than we anticipate;

clinicalwals of our product candidates may produce negative or inconclusive resuts, and we may decide, o regulators mayrequire us, t conduct addiional clinica ral or abandon
prodiuct development progrems;

‘we may decide, o regulators o insttutional review boards or ehics commitiees may require us, 1 suspend or erminate clinical reseach for various reasons,including noncompliance
with regulatory requirementsor  finding tha the patcipantsare being exposed to unaccepable health risks:

regulators o instittionalreview bosrds or echics committees may ot uthorize us o our investigators o commence a clinical tial t a prospective clinical il site o at all or may
require s o perform additional or unancicipated clinical tials 0 obtai approval or we may be subject 0 additonal post-markedng testing requirements 0 maintain regulatory
regultors may revise th requirements for approving ou product candidates, o such requirements may not be & we anticipate;

the cost o clinical rials of our poduct candidates may be greater than we anticipate, and we may need 1o delay or suspend one or more trials uni] we complete additonal financing
ransactions or therwise receive adequate funding;

the supply or quality of our product candidates o other materials necessary 0 condiuct clinical trals of our product candidates may be insuficent o inadequate o may be delayed:.

‘our product candidates may have undesirable side effects or ther unexpected charactersics, causing us o our nvestigatos,regulatos orinstitutional review boards or ethics
commitees to suspend or terminat tils:

regulatory authorities may determine tha the planned design of our clinical rias s flawed or nadequate;

regulatory authorities may suspend or withdraw thelr approval of  product or impose restrictions on s distibution;

‘we may not be abe o timely or a ll abtain INDs for  prodoct candidate;

we may modify a preclinical study or liical il protocal;

third-party contractos may fil to comply with regulatory requirements or meettheir contractal obligations 0 us in  imely maner, o at all;

we may be unable o establish clnical endpoias that applicable regulatory athorities consider linically meaningful, o, if we seok accelerated approval, biomarker efficacy endpoints
that applicabl regulatory authortes consider likely o predic clinical benefit;
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= we may experience delays due tothe outbresk of health pandemics,including with respect 0 the conduct of ongoing clinical ral, eceiptof product candidates o other materials,
submission of NDAS, fiing of INDs, and stating any clincal il for oher indications o programs; and

« we may experience manufactring delays due o the recent COVID-19 pandemic in our supply chain caused by a shorage of raw materials,  lack of employees on it at ur suppliers
due o llness,or  ack of productivity at our supplers du 10 ocalor tional government quarantine resrcions on coming 1o the workplace.

1f we ae requied to conduct addiional clinica rials or other teting of ou product candidates beyond those that we currently contemplae,if we are unable to successfully complete:
linical sl of our poduct candidates o oher tesing. i te resuksof thesetrials o ests are ot posiive o ae oaly modestly posiive, i there are safety concerns ot if we determine that the

observed safey or efficacy profile would not be compettive i the marketplace, we may:
+ incur unplanned costs;
= be delayed in obaining marketing approval for our product candidates:
+ ot obtsin marketing spproval a all
~ obtain marketing approva in some countries and not n others;
~ obtain approval fo indications o atien popalations that are not a5 boad s itended or desired;
= obtain approval with lbeling that includes significant se or distribution resrctions or safety wamings:
+ be subject to additionsl post-marketing testing requirements; or
* have the product removed from the market afer obaining marketng approval.

‘We cannot be certain whecher any of our planned clinicaltias willbegin on schedule or any precinical sudies we plan t initate will begin 0 our itended schedule, or whether any
‘such studiesor clinial tials will need 0 be estructred or will be completed on schedle, or at al. If we experience delays i the completion f,or ermination of,any clinicaluial of our product
‘candidate, o are unabl (0 achieve clinical endpoints due t unforeseen events, such asthe COVID-19 pandemic, the commercial prospects of o product candidates will e harmed, and our ability
0 generate product eventes from any of these product candidates will be delayed. I aditon, any delays in completing our clinicaltis vl increase our costs, slow down our roduct candidate
development and spproval process and jeopardize our abilt to commence product saes and generate revenues. Sigaificant clinical trial dlays could sl allow our compeitrs o bring products o
‘market before we do or shorten any periods during which we have the exclusive ightto commercialize our prodict candidates and impair our abilty to commercialize our product candidates and may
harm our business and resuls of operations.

Our product candidates sl equire significant estng. We only recenly began clinical trias o test TP-03 i humans and, as @ company, we have limited experience i this area.

In May 2022, we anoounced posidve toplne resut from our Satur-2 ial, our second and fnal TP-03 pivoaltial, which enrolled 412 subject. In adition 1 the completion of the
‘Satum-2 rial, we have completed four Phase 2 rials and one Phase 2673 Satum-1 trialfor the tretment f Desmodex biephariis. Most of our operations to date have been limited o precinical studies
and clinical rials.

Addiionally, we areearly in our development effors for certan of our product candidates and indications, including TP-3 for the trestment of MGD, TP-04 for the restment of rosacea
‘and TP-05 for potentil Lyme prophylaxis and community malaria reduction. The isk o failure for product candidates i early development is high. Extensive clinical rials ae necessay to
demonstrate the safety and efficacy of such product candidates in humans. Clinical trials may fail to demonsirat that such product candidate are safe for humans and effective for indicated uses.
Further, we intend t leverage data from the TP-I3 preclinical sudies and clinicl safety asessmmentsfor the reatment of Demodex blepharii o satify the peclinical study requiremens for TP-03
for the trestment of MGD, and TP-04 and TP-05 and other indications. For MGD, we recently anmounced the enrollment ofour firs patient inthe Phase 2 Ersa trial stdying TP-03 for the potential
reament of MGD and we expect 0 report topline reslts dring the second half of 2023, For rosacea, we conducted a Phase 1 clnical study with TP.04 and iniiated the Galatea wria, a Phase 22 rial
o th trestment of rusacea in March 2023, With respect o Lyme diseas, in Decermber 2022 we anunced positive topline resuls from the completed Calito trial and envollment of the firs.
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patient  the Carpo wial. The Carpo rial, evaluating TP-05 for potenial Lyme disease prophylaxis in humans, s  randomized, double-blind ial that wil evaluate e effcacy of TP-05 in killing
Sterile,non-disease carrying ticksafer they have attached 10 the skin of helthy volunters,as well as confim e safty,tolecabliy, and blood concentration of TP-05. Topline daa from the Carpo.
rialis expectd in the second haf of 2023. The FDA may reject our use of datafrom TP-03 peclinical studiesfor the reatment of Demodex blephariis for other ndications or require additonal
studies to augment the daa 1o advance for clinical development. The FDA may also reject our use of daa from precinical studies conducted by hird parties for Lyme disease and require us 0
‘conduct additional prechnical studies before advancing t additional clinical rias.In addition, datafrom preclnical studies conducted by third paries may not e as relable a data from stdies
‘conducted by us and since we did not conduct the studies,there may be weaknesses n the studies esign or resuls that we may not be aware of.

I part because of ur limited infrastructre, experience conducting clinical rials 5 a company and regulatory iteractons, we cannot be certain thatour clnica rals will be completed
‘o tme, that our planned clincaltials will b iitated on time, ifat llthat our planned developmen programs would be acceptabl to
the FDA or xher comparabl foreign regulaory authoriies, o ha, if pproval i obtained, such product candidates can b successflly commercialized.

1f we encounter diffcultesor delays enrolling paentsin our clinical tial, our cliical development actiites could be delayed or otherwise adversely affected.

‘We may experience dificulties in patient enrllment i our clinical trials for  varety of reasons. The timely compleion of clinical ral in accordance with the protocols epends;
‘among other things, on our abilty  enrolla sufficent number of patents who remain in the study untl ts conclusion. We may experience diffculie in patient enrollment i our cinical trias for a
varietyof easons. The enrollmen of patients depends on many factors, including:

+ e patient eligibilty criteia defined inthe protocol:

« size ofthe patient population required for analysis of th wia’s primary endgoins;

= the proximity of patients o study sites;

* the design of the wial;

« our abiliy o recuit clinical il investigators with the approprite competencies and experience;

+ clinicians”and patients’ prcepions as (0 the potental advantages ofthe product candidte being studied in reltion 0 oher available therapes,including any new drugs tha may be.
approved for the indications we are investigatng:

+ our abiliy o obtain and maintin patien consenss;

* costs o, or lack of adequate compensation for, prospective patients;

+ difficltes o enroling paentsor patients continuing to participate i follow-up visis de 0 ongoing or new health pandermics;and

« the sk tha patients enrolld in clinica rals will érop out of the ral before compleion.

In addiion, o clinicaltrials may compete with other clinical ral for poduct candidates that are i the same therapeutic areas a5 our poduct candidate, an this competiton would
reduce the number and types of
patients available 0 us, because some patients who might have opted t0 enrollin ou rals may instead opt o enoll i a trial being conducted by one of our competitors. Since the number of quaified
linical investgators i imited, we expect to conduct some of our clinicaltrials at the same clinicaltial sites that some of ur competitors use, which wil reduc the mumber of patients who are
available for ourclinica rias in such clinical rial ite. Moreover, otental patients and thir doctors may be inclind 0 use exising therapies rather than enroll patiens in any fuure clinical rial

Delays in patient enrollment may result n increased coss or may affec th timing,or outcome of the planned clinical rials, which could preve: completion of these trials and adversely
affectour abilty to advance the development of our product candidates.

E
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Our current or future product candidates may cause significant adverse events, oxicties or other undesirabl side effect which may delay or prevent marketing approval o cause us 0 abandon
or imit further clinical development of thase product candidates.In oddition, ifwe obtain approval for any of ur product candidates,signficant adverse events, oxicites or other ndesirable
side effects may b identified during post-marketing survillance, which could result i regulatory action or negatively affect our abilty o market the product.

Adverse evenss or other undesiable side effcts caused by our produc candidates could cause us o regulatory authorites o interupt, delay or hal cliicaltrials and could result in
more restictive label o the delay or denialof regultory approval by the FDA, the European Commision o other comparable foreign regultory authorities.

During the conduct of clinical ral, subjectsreport changes inthei heaih, incluing loesses, injuris, and discomfors, 1 their study doctor. Often, it s no possible o determine
‘wehether o not the product candidate being studid caused thse conditons. I is possibl that as we test our product candidate i larger, longer and more extensive clinical rias, or 25 useof these.
product candidates becomes more widespreadif they receive regulatory approval,illneses, injurie, iscomforts and other adverse eventsthat were not observed inearler tral, s well 3 conditions
hatdic ot occur or went undetected in previous rials,will be reported by subjects. Many tmes, side effects are only detectabl afer investigational products re teste in large-scale, Phase 3 clincal
rils o in some cases,afer they are made availabl 10 subjects on 3 commercial scae after approval.

‘Our understanding of the relatonship between our product candidates and these adverse events may change as we gaher more information, and addiional unexpected adverse events or
an increase in adverse event ates may occur. I additonal clinical experience indicates that any of our poduct candidates have ide effctsor causes serious o ife-threatening side efects, participant
recruitment for trials and the abilty of enrolled subjectsto complete tias could be negatively impacted, and the development o the product candidate may fail or be delayed, which would severely
harm our business, prospects, operatng results and inancial condiion.

Addiionaly,f one of more of our product candidates receives marketing approval, and we or otherslater identify undesirable side effectsor adverse events caused by such products, .
‘umber of potentially sigificant negaive consequences could resul ncluding. but ot limited o:

« regulatory authortes may withdraw approvals of such produc ofrequire additonal warnings on the labl such as  black box warming or a contraindication, o issue safery alers, Dear
Heakhcare Provider leters, pressreleasesor other communications containing wamings or other safety information about the product;

+ the product may be seized by regulatory authoriies;
+ there may be. recall of the prodoct;
+ we may be required to change the way the productis administered o conduct additional clinical ralsor post-approval sudies;

+ we may be required to create and implement a REMS pla, which could include a medicaion guide oulining th rsks of such side effecs for distrbution 0 patients, a communication
plan for healthcare providers,incluing ECPs, and/orother elements t assure safe use;

« the product may become less competiive;
« we could be sued and held lzble for harm caused to patienss; and
+ our reputation may suffer and there may be resuling harm o physician or patient acceptance of our product.

Any ofthese events could prevent us from achieving or maintaining market acceptance of the paricular product candidate if pproved, and could significanty harm our business,resuls
of operations, and prospects.

‘Any termination or suspension of, or delays i the commencement or completion o, our planned clinicaltials could result i increased costst us, delay or limit our abiliy to generate revenue
‘and adversely affect our commercial pospects.

Before we canintiate clinical ral i the United States for our product candidates, we must subeit the results of preclinica tescng and any previous clinical sudies 0 the FDA along.
withocher information,including information 3bout
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product candidate chemistry, manufactring and controls (~CMC) and our proposed clinicalrial potocal, a5 part of an IND. The initation of clinical tils in the EU Member States wil be subject
0 similar requirements concerning approval by competent ntional authorites and the receipt o a pasitive opinion from th relevant ethics committes. We do not know whether our planned rials
il begin on time or be completed on schedue, f at al. The commencement and completon of clinical rals can be delayed for 2 number of reasons, including delays related o:

the FDA or comparabl foreign regulatory authoritie placiag the clinical rial on hold;
subjecsfaling 0 enrol o remain in our il at th rate we expect:

‘subjecs choosing analternative treatment or other product candidates,or paticipatig in competiog clinical wals;
lack of adequate funding 1 continue the clinica wrial;

subjects experiencing severe or unexpected drug-relted adverse effects;

failure to demonstrate efficacy of the product;

any interrupions or delays i the supply of our product candidates forour clinical trias;

a facilty manufacturing any of our product candidates o any oftheir components being ordered by the FDA o comparable foeign regulatory authorities to temporarly or permanenly
shut down due to violations of ¢GMP regulation or other applicabl requiremen, or infections or cross-contaminations of product candidate i the manufactring process;

‘any changes 10 our manufacturing process that may be necessary or desired;
any falure or delay i reaching an agreement with CROS, vendors and clinical wia stes;

third-pany clincalinvestigaors losing the licenses or permits necessary @ perform our linical rals, no performing our clinical tiaks on our anticipated schedule or consistent with the
clinical il protocol, good clinical pracices ("GCP") o regulatoy requirementsor other hird parties not performing data collection o analysis in a timely or accurate manner;

thirdpary contracto becoming debarred, disqualified or suspended or otherwise penalized by the FDA or oher comparable foreign regulatory authorities fo violations of applicable:

regulatory requirements, in which case we may need 0 find a substiute contracor, and we may ot be abl o use some o allofthe data produced by such contractos n supportof our
applications;

‘one or more Insttational Review Boards (‘IRBS"), othr etics committees refusing 10 pprove,suspending o erminatingthe cial at an nvestigational site, precluding esvollment of

additionalsubject, o withdrawing it approval of the wial; o

changesin regulatory requirements and policies, which may requie us o amend clinicaltialprotocols to comply with these changes and resubit ou cinical rial rotocols o IRBS or
ethics commitees for examnstion.

‘Any delays in completing our clinicaltias will increase our costs, slow dawn our product candidate development and approval process and jeopardize the commercal prospects of our

prodict candidstes and ous abilty to commence prodict sales and generat revenue.

In addition, many ofthe factorstha cause, or ead to, termination or suspension o o a delay i the commencement or completon of, clinicaltias may also ultimately lead o the derial

of regulatory approval of a prodict candidate. For example, if we make manufacruring o formulation changes  our product candidates, we may feed 10 onduct aditional studies to bridge our

‘modified product candidates to earler versions. Further,f one or more clinical rials ar delayed, our compettors may be able  bring products to market before e do, and the commercil viabil

of our product candidates could be sigaiicandly reduced. Any of these occusrences may harm our business, financial condition and prospects sigaificantly. Any termination of any clinicalral of our
product candidates vwill harm our commercial prospects and our ability o generate revenue.
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1f we are unable o establish sales and marketing capabliies or ener into ogreements withthird partes 0 sell and market our product candidates on acceptable terms, we may be unable
Successfully commercialize our product candidates that obiain requlatory approval.

‘We corrently have a imited marketing and sales team. I order to commercialize any product candidates, f approved, we must continue o buikd marketng, sales, distibution, managerial
and oher non-technical capabilitis o make arangements withthird pariesto perform these services for each ofthe teritoris n which we may have approval 10 sell and market our product
‘Candidates. We may not b successfl n accomplishing these requiredtasks.

Establishing an interal sales and marketing team withtechnical expertise and supparting distribution capabiltes o commerciaize our product candidates will be expensive and time-
‘consuming, and willreqire sigaifican atenton of our execuive officers (0 manage. Any failue or delay n the development of ou internal sles, marketing and distributon capabliies could
‘adversely impact the commercializaion of any of ur product candidaes tha we obiain approval to marke, if we do not have arangementsin place with third paties 0 provide such services on our
bekalf. Alterativly, i we choose to collaborat, eithr giobally or on  teritory-by-tertory bass,with third pates that have direct sals forces and establshed distbution systems,either 10
‘augment our own sales force and disribution systems orinlieu of our own sales force and distrbution systems, we will be required t0 negotiate and ente inio arrangements with such thid partes
relating 0 the proposed collaboraton. 1f we are unabl to enter into such arangements when needed, on acceptable terms, or at al,we may not b able o successfully commercialize any o our
product candidates that receive regulatory approval o any such commercilization may experience delays or limiations f we are unable 0 successfully commercalize our approved product
‘candidate, eithe on out own o through collaborations with one of more third paries, our future roduct revenue will suffer and we may incur sigificant additional losses.

The sizes of the market opportunities for our product candidates, particularly TP-03 for the reatment of Demodex biephariti and for the treatment of MGD, have not been established with
precision and may be smaller than we estimate, possibly materialy. If our estimtes of th sies overestimate these markets,our sale grovwth may be adversely affected. We may also notbe able
10 grow the markets for our product candidates as intended or a al.

Our assessment of the potential market opportuniy for TP-03 and other product candidatesthat we develop s based on industry and market daa tht we obained from industry
publications and research, surveys and studies conducted by third parties and our own inemal epdemiology and market reearch studies. Industry publications an thir-party research, surveys and
studies generally indicate tha their information has been obtained from sources believe o be refable, akthough they do not guaraniee the accuracy or completeness of such information. While we
believe these industry publications and thirc-party research,surveys and studies aro elable, we have no indeperently verified such data. Smilaty, although th stuies we have conducted are based
‘o information tha we believe 1 be complee and reliabl, we cannot guarantee that such information is accurate o comlete. The posential market opportunitesfor the reatment of Demodex.
blepharits and for the treatment of MG i difficut to precisely estimate, because patents often have multple ocularsurface diseases and the symptoms have significant overlap, eading o frequent
‘misdiagnosisof the various conditions. Therefore, ou estimatesof the potential market opportunitesfor our product candidates include several key assumprions based on our industry knowledge,
industry publications third-pary research and our own epidemiology studies and market esearch, which may be based on a small sample size and failto accurately reflect market opportunties.
‘While we believe tht ourinteral assumptions and the bases of th studies and research we have conducted are reasonable, no independent source has verified such assumptions o bases.If any of
our assumptions o estimates, o these publications, rsearch, surveys o studies prove (@ b inaccurate, the the actual market or TP-03 or any of our other product candidates may be smaller than we.
expect,and as  result our product revenue may be limited and it may be more dfficult for us 1 achieve or maintain profiabiliy.

Due t0the ptients presenting at ECP clinics with multple ocular surface diseases thre s overlap in market size estimates for blephartis and MGD. Therefore, if TP-03 receives
regulatory approvalfor th tretment of Demodex biepharitis and MG, our opportuity could be less than our forecass because the actual market for TP-03 might b signifcantly smaller than our
estimates.

We may notbe able o demonsirate the safety and efficacy of TP-03, TP-04 and TP-05 in the indications we are pursuing even though the AP underlying such product candidates is safe and
effective in amimals.

TP-I3, TP-04 and TP-05 are presenttions o lotilaner, the AP, formlated ino an eye drop, topica gel and oral formulation, respectively. Lotilaner, which i designed to paralyze and
eradicate mites and osher parasites through the infibition of parasitespecific GABA-CI channels, has been found to be safe and effetive in animals. However, despie being safe and effecive in
aniemals we may not be able o demonstrae that TP-03, TP-04 and TP.05 are safe and effective for hurman use in the indications we are prsuing,for these product candidates. This may be in part
because the equirements and regulations
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applicable 1 approvalof a prodct candidate for human use are sigaificanly meore sringent than for animals an thatthere may be other ocular o otherrelevant differences between animals and
humans.

We face significant competiion, and f our competitors develop and marke technologies or products more rapdly than we do or that are more effective safer or less expensive than the product
‘candidates we develop, our commercial opportunities willbe negatively impacted. Our product candidates wil, if approved, also compete with existing branded, generic and off-label products.

The development and commercialization of new drug products s highly compeitive. We face competiion with respect 10 our product candidtes that we may seck to develop or
‘commerciaze in the future, from many different sources,including major pharmaceutical companies, specialty pharmacetical companies and biotechnology companies worldwide and existing
reatmens. Potental competiors als include academic institutions, government agencies and ocher public and privat research organizations that conduct research, seek paten protection and
establish collabortive arangements fo research, development, manufacturing and commercializaion.

Our commercial opportunity could be reduced o eliminated if our competitors develop and commercialize products that are safer more effective, have fewer o less severe side effects,
are more convenient or ar s expensive than our products. Our compettors also may obtain FDA approval o ather regulatory authorty approval fo their products more rapidly than we may obiain
‘approval forours, which could resultin ur competitors establishing a strong market posiion before we are abl to enter the market.

In addition, our ability o compete may be affected in many cases by nsurers o othr tird-party payers, paricularly Medicare and the competent authritesof the individual EU Member
‘State, seeking 0 encourage the use of generic products. Generic products are currently being used fo cerain of the Indications that we are pursuing, and additonal products are expected t0 become.
available on 2 generic bass over the coming years.

o %ot compis st vichve e compting o sl hch ey conpete I he e v oy e Gl e xprie n s

development, manufacturing. preclinica esting, conducting clinicaltrals,obaining regulatory approvals and marketing approved product han we do. Mergers and acquisitons i the
pharmceutica and biotechnology industries may resut i even more resources being concentated rong 3 smaller number o our competiors. Smalie and ealy stage comganies may also prove
be sigafican: compeitor, particulaty through colaboative arangements with arge and etabishe companies. Thesethird paries ompete with s n recuiting and retaning qualifiedscemific
and management personnel,etaishingclncal sl sites and patent regsration or ciiclrials, s wel 2 i cquii technologes complemenary to, o necesary for, ot programs.

Additonally, while there are no currently avaiable on-label prescrption pharmaceurical restments avalable for the reatment o biephariis or Demodex blepharits specificall, a number
of other treatments are currenly available for the treatment of blepharii i the U.S. Current tretments for blepharii n the U.S.include over the counte remedies such astea tee ol id wipes and
anifical tears,as well a5 off-label prescripion products. I ECPs were 1 continue 10 prescribe these osher existing reatments instead of TP-03, our business would be adversely affected.

Even f we obtain FDA approval of any of our product candidates, we may never obiain approval o authorizatin or commercialize such products outside o the U.S.,which would limit our
ability 1o realize thir ull market potenial.

I rder 10 market any products utside o the U.S. we wil need t comply with aclitonal onerous but varying regulatory requirementsof ober counriesregarding safey and effcacy.
Clinicaltrials conducted n one country may not b accepted by regulatory authoritesin other countries, and regulatory 3pproval in one country does not mean that regulatoy spproval will be
obiained in any other country. Approval procedures vary among countries and can involve additional produc esting and validation and additionl adminisiratve review periods. Seeking foreiga
regulatory approvas could resut insignificant delays, dificulties and costs for us and may require additonal preciinical sudies or linical tias which would be costy and time consuming.
Regulatory requiremens can vary widely from country o country and could delay or prevent th introduction of o producs i those counris. Stisfying these and othr regulatory reqirements is
costly, time consuming, uncerain and subject to unanticipated delays. In addition, our falure 0 obain regulatory approval in any country may delay or have negative effects on the process for
regulatory approval in cther couniries. We do not have any product candidates approved for salein any jurisdiction, incuding international markets, and we do not have experience in obaining.
regulatory approval i intermational markets. If we,or ou collaboration partner, ail to comply with regulatory equiremens i interational markets o 0 obain and maintain requied approvals, our
abilty to realize the full market potential of our products will be barmed.
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Our future gronh may depend,in par, on o il 1o penciat foreign morkets, where we would be subject 0 ddiional reuatory burdens and other risks and unceraiis.

Our fture profitabilcy may depend, i por, om ur abilty o commercialize ou product candidtes n foeign morkets for which we may ey on collboration with i aries such a5
our Cina Out-License with LianSio. We are evaloting the pportunitie for e development an commercialization of our prcuct canidate inater foreign markes, Weare not permited 0
market o romose any of ou podct candidaesbefore we rceive egultoryapproval fomthe applicable egalatory auhore n thatforeigh marke, and we may never Feceive such regulatory
approval forany o our product candidates. To obainseparate regultory approvals inothr countrie e may be equired to comply it pumerous and varying regulatory reqirementsof such
‘couniresregaring the afey an efficacy of our prduct canidtes and governing, amon, che hings, linicaltrials and commercial sale,prici and distbutionof ur prodct candidate, and
e cannot preictsucces n hese fuidictions. 1 e obtain 3pproval of ou procctcandidates and lumtely commereialize our product canidates i foregn maekets, we would be Sabjec 1
addidonalrisks and nceralntes,inclding:

+ ourcstomers" ailty o obtan reimbursement for our product candidates n foregn markets;

+ ournability 0 direclycontol commercal actvie f we ae relying on third pares;

+ theburden of omplying with complex and changing foreg reglatory, o, accounting and legal requiremens;

+ ffren medical practice and customs in fregncounties affecting sccepance in the marketplce:

+ importorexpon licensing requirements;

+ onger sccoumes rceivable collction imes:

+ looger leod mes for sipping:

- langusge buiersfor technicltrsning an the nesd for language transations;

~ reduced proection o inelectal propeny ighs insome foreign countries;

- theexistenceof aditiona potentialyrelevanttird-party intellectua poperty rights:.

+ foreign cumency exchangerce fuctations: and

- the intepreation of contractul provisions governed by foriga lawsinthe event of a contractdispute

For cxample the pharmacewtical sy n the Cina Tertoryis subject o comprehensive govermmen: reglation and supervision, encompasing he approval, regisation,
‘manutacturing. packaging,lcensing and markeing of new drogs. I recntyears, e egulatory ramework n the China Tertory reggnding the pharmaceutical ndusty has undergone sigrifcant
changes,and we expectthat t will contine 10 undero ignificant changes Any such changes oramendments may el n increasd compliance costson ur usiness or case delays in o prevent
e succesfuldevelopment of TP-03 by LianBio uner the China Out-License and reduce the current beaeis we belve are avllble 10 us. The Chin Temitory authorities have become incresingly
Viglant n enforing s nthe pharmaceical industy an any falre by Lianio o our he parters t maintain compliane with appicble aws and egulaion o obain and mainan required
Jicenses and permits mayresit i the suspension o ermination of our parner bsiness activitie n the China Terory.

Foreig sl of ou podoct candidatescould also be adversly affcted by th impasiionof governmental controls,polical and economsic intabily, e rsticions and changes n
arifs. Insome counties, prticlaly the countics i Europe, thepricing o prescripion harmaceuticals s subjec 0 governmental comrol. Inthese countie,piciag ngtiations wih

toritescantake considerble i ateth recciptof marketing approval or adro To obainrimbursement o pricing aproval i some counties, we may be required 0 condect
a clinical rial tha compares th cos-effectivnes ofour rodact candidat 1 her available therapis. I reimbursemen of our proucts s unavailble ot limite inscope of amourt, o i pricingis
St at unsaisacory levl, our business could be armed, possbly maerial.

We have conducted a number of our completed clinicaltial for our product candidate at sites uside the U-S.,and the FDA may not accept data from trials conducted in such locations.
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‘We have conducted all of our Phase 2 cliical trisls cutside the ULS.,forth treatment of Demodex blephariti which were condicted in Mexico City, Mexico, at  well-esablshed sie for
cula therapy trials. We may in the future choose o conduct ther clinical trials utside the U.S. We expect that the FDA will pimarily consider the efficacy reslts of our Satum-1 and Satum-2
il in aditon o safety data from all human ias, our precinical sudies data a5 wellas preclinical data for lodlane i reviewing our NDA submission for TP-03 for the reatment of Demodex
blepharits.

Alibough the FDA may accept daa from clincal tials conducted outsde the U.S., acceptance of this data i subject 1o condiions imposed by the FDA. For example,the clinical tial
‘must be well designed and condcted and be performed by qualifed investigators i accordance withexhical principls. The trial population must also adequately represent the U.S. population, and
the data must be applicable o the U.S. population and U.S. medical proctice in way’that the FDA deems clinically meaningful. In dditon, while these linical trias are subjec o the applicable local
laws, FDA acceptance of the data will depend onis determination that the ials aso complie withall applcable U.S, laws and regularions. There can be no assurance the FDA will ccept daa from
clinicalwials conducted outside of the U.S. There can also be no asurance tha the comparable foreign regulatory authoriy in any jurisdicton in which we seek regulatory approval for our product
‘candidates il accept datafrom clinical rials conducted outside such juridiction. If the FDA o any such foreign regulatory authority does not ccept the data from any il that we have conducted
outside the US., it would likely resit inthe need for dditionl rial, which would be costly and time-consuming and could deay or permanendly hlt our development of the applicable product
candidates.

In addition, thee ar isks inberent in conducting clinical rias in multiple juisdictions, inide and ouside ofthe U.S. an if we conduct rials outside of the U.S., we may face risks, such

« regulatory and administrative requirements of the jursdicton where the ia s conducted that could burden or limit ur abliy t conduct our clinical rial;
+ foreign exchange rate fluctuations;

- manfacuring, customs, shipment and storage requirements;

* cultual differences in medical practce and clinica research;

+ diminished protection of intellectual property in some countries;

* different culturalatiades tosel-reported adverse events (sich 2 burning, stinging, blury vision) leading to a diferent safety profle; and

= the risk thtthe pacent populationsin such rials e not considered representative as compared 1o the patient population in the target markets where approval is being sought.

Even if we obtain regulatory aproval wit respect o TP-03 for Demodex bipharts, we may notbe able to abtn regulatory approval or addional indications,such as MGD, or we may be
requiredto conduct addidonal rias,which would imitour il relize he full market potenial o TP-03or increase the cots o developing TP-03 for MGD.

1 we obtin regalatory approval with respect to TP-03 for the trestment of Demodex blepharis, we inend explore the therapeutc potential for TP-03 in MGD as an additonal indication.
1 we are successfu,the indication for use of TP-03 could potentially b broadened beyond the reatment of Demodex blepharitis 1 include MGD s an additonal indication. However,there can be
20 assurance that, even if we obain approval for Demodex blepharts, we will obain approval for any oher indicaion, including MGD o for any broadened indication beyond the reatment of
‘Demodex blepharits. f we fail to obain and maintain required approval for these additonal o broadened indications, o if regulatoy approvals ae delayed, we willnot realize the full market
potentialof TP-03. Additionaly the FDA or other comparable foreign regulatory authority may require us to conduct additonal clinical trials before secking regulatory approvl.

‘Managing our obligations under our in-license and out license agreements and other strtegic ogreements may divert management time and atention, causing delays or disruptions o our
business.

‘We have entred inta two license agreements with Elanco: () Eye and Derm Elanco Agreement and (i) the All Human Uses Elanco Agreement, and have also entered ino the China Out-
License a discussed elsewhere herein. We also may n th future enter o i-license o out-license agreements with maldple licensors and strategic agreemens, which, subject us

Ed
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0 various obligations, including diigence obligation, reporting and notification obligations, payment obligations for achievement of cerain milestone as wellasother material obligations. We may
need 1 devote substantial time and ttenion to ensuring that we successfuly integrate these ransactions nto our exising operations and are compliant with our obligations under these agreemens,
ehich may divers management’s ime and atenton away from our research and development programs o axher day-to-day ativites.

Ourin-license, out-license, and srategic agreements are also complex and certain provisions in those agreements may be susceptble o mulipl interpretations. Inthe event of any
Gisagreement about the iterpretation of these provisions, our management may need to devote a disproportonate amoun o It atenton t0 resolving thee disagreements. Such disuptions may cause
delays inour research and development programs and other business objecives.

Our operating activities may be retricted by certain covenants in our license and other srategic agreements, which could limit our development and commercial opportunties.

In connection with our in-license, outJicense, o othe collaboratons or sirategic alliances, we may agree 0 and be bound by negative covenants which may limit our development and
‘commercial opportunities. For example, pursuant o the Eye and Derm Elanco Agreement an the Al Human Uses Elanco Agreement, we made cerain covenants 10 ol engage with third party
‘supplers previously approved by Elanco, and only under cetan circumstances. These provisions may ihibit our development effot, peevent us from forming strategic collaboations 0 develop and
potentially commercialize any other product candidates and may materially harm our business, financial condition,resuts of operations and prospects.

We may expend our limited resources o pursue TP-03 for the reatment of Demodex biepharitis and fail 0 capitalize on product candidates or indications that may be more profitabl or for
which there is a greate likelihood of success.

Because we have limited financial and managerial resources, we must priortize our research programs and willneed 10 focus our prodact candidates on he potential treatment of cetain
indications. We ae currenly focused o the development and commerciazatoo, if pproved, of TP-03 fo th treatment f Demodex biephariis. As a resul, we may forego or delay pursuit of
‘opporunites with oher product candidates o for other ndication that ater prove to have greater commercial potential. Our resource allocation decisions may cause us o fail 0 Copitalize on the
‘most viable commercialproducts or profiable market opportunites. Our spending on curret and future research and development programs for TP-U3 for the treatment of Demodex blepharits may
o yield any commercially viable products.If we do not accurately evalat the commercial potental o target market for TP-03, we may also relinquish valuable ightst tha product candidate
hrough collaboration,licensing ox other royaly arrangements n casesin which it would have been more advantageous for us o etain sole developmen and commerciaizaton Fights o such prodct
candidate.

Even if we obtain regulatory approvas for any product candidates we develop, the terms of approvls and ongoing regulation of our products could require substantial expenditure of resources
‘and may lmit hov we manufacaure and market our products, which could materilly impair our abilty t generate revenue.

Any product candidate for which we obain regalatory approval,along with the manufacturin processes, post-approvalclinical dta, abelng, advertsing and promotional activites for
such prodct, will b subject 10 continual reguirements of an review by the FDA. the EMA and other regalatory authriie. These reirements include submissionsofsafety and oer post-
marketing nformation and reports, registration and lsting reqirements, cGMP requirementsrelating o quality control, quality ssurance and corresponding maintenance of ecords and documents,
and requirements regarding the disribution of samples (o physicians and recordkeeping. Even f regulatory approvalof  product candidate i granted, the approval may be sbject o limitations on
e idicated uses for which the productmay be marketed o 10 th conditionof approva, o conta requirements for costy pos-markeingetng and suveillane to moaior the safety oreficacy
of the prodct.

B B e 5 o el S e 5 0 K
inal areas of egulatory compliance, including manafactuing. production, product surveillance, and quality control.If we are not able t comply with post: we.
‘could have th regulatory approvals for our products withdrawn by regulatory authorites and our ability 0 market any future prodocts could be imited, which could adversely affect our ability 10
‘achieve orsustain proftablity. Furthr,the cost of compliance with post-approval regulations may have a negative effect on our business, operating resuts, financial conditon, and prospects.
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Interim op-line and preliminary results from our cliical ralsthat we announce or publsh from time to time may change as more participant data become available and are subject 0 audit
‘and verification procedures, which could esult in material changesin th final data.

From time o time, we may publishinterim 1op-line o preliminary resuls from our linical als. Inter relts from linical il that we may compleie aresubject (0 the rik that one
‘o more ofthe clinical otcomes may materaly change as participant enrollment continues and mre paricipant ata become available. We aso make assumptions, esimalions, calculations, and
‘conclusions as partof our analyses of data, and we may not have receved or had the opportunity to fully evaluate all data. Preliminary or top-ine reslt aso remain subject to audit and verification
procedures that may result in the final data being maerially different from the prelminary data we previously published. As a resul nerim and preliminary data should be viewed with caution untl
the final data are available. Adverse differences between preliminary orinerim data and final data could be material and could sigaificantly harm our reputation and business prospects and may cause
the trading price of ourcommon siock t fluctuate significanty.

Risks Related to Reliance on Third Partes

We rely on third partes 0 conduct ur clinical tials and perform some of our research and preclinical studie. If these third partis do not stisfactorily carry out their contractual dutie or fail
10 meet expected deadlines, our development programs may be delayed or subject o increased costs,each of which may have an adverse ffect on our business and prospects.

We o no have the ability o independenely condoct ou clinical il We curenly el on thir partes,such s CROS, clincal dta managemen oganizations, medical insiusionsand
clinicalinvestgatos, t condoctour curtent and planned clncal ial of TP-03, TP-04 and TP-05 and oer productcandidate, an we expect 10 coninue el upon i parics 1 conduct
adidonalcinicl trals of ocedal fre productcandidotes. Third partes haveasigifcantrole i he conduct of ur clncl ral and the subsequent colecionand nalysis o dota. These i
partie are ot ouremployees, and except fo remedies available 10 us under our agreements withsuch hird pat, we have lmited abiiyto control th amoun o timing o resourcesthat any such
hird pary il devocet our clincalrials. Some of these thir pariesmay terminat thei engagemments with s 3t any ime. I we e 10 entr ino altemative arrangements with a third pary, it
woul dely oue development aciviies.

‘Our reiance on thes third parties for such developmen acivities will educe our control over these activities but will not relieve us of our regulatory responsibiliies. For example, we
will i responsiblefor ensaring that each of our linicaltrialsis conducted in accordance with the general investgtional plan and protocol fo th tial. Moreover, the FDA requires us to
‘comply with GCP standards,regulations for conducting, ecording and reporting he resulisof linical trials [0 assure that data and reporte results are credible and accurate nd tht te rights,
integity and confidentialicy of rial paricipants are protected. The EC also equires us 1o comply with simila standards. Regulatory authoriiesenforce these GCP requirements through periodic
inspection of ialsponsors, principal investgators an tial ites. I we o any of our CROS fail o comply with applicable GCP requirement,the clinical dta generated i our clinical rials may be
eemed unrelible and the FDA. EC or comparable foreign regulatoy authorites may requie us 0 perform odditonal cinical trials before approving our markeling applications. We cannot assure
‘you that upon inspection by a given regultory authoriy,such regalatory authorty willdetermine tha any of our clinical rals comply with GCP o ather appicable egulations. In adition, our
linica rals must be conducted with prodict produced under urrent applicable CGMP regultions. Our failre to comply with thes regalations may require us 0 repeat clinical trials, which would
delay the marketing approval process. We alo are require o register ceran ongoing clinical trials and post the resuls of cerain complted clinical rial on a government sponsored database,
CliicalTrials gov, within cetain timeframes. Failue o do 5o can reslt n fnes, adverse publicity and civil and criminal anctions.

“The third paries we rely on fo these services may also have elationships with other entites,some of which may be our compeitors. In addition, the opeations of our CROs and other
hird-party srvice providers may be consirained or disrupted by health pandemnics, includiog the COVID-19 pandemic. If thes third parties do not successfuly carr out heircontractual dutis, meet
expected deadlines or conductour clinical ials in accordance wilh regulatoey requirements or our siated protocols, we willbo be abl 10 0bain, or may be delayed in obaining, marketing approvals
for our product candidates and will o b able 0, o may be delayed in our efforts 10, successfully commercalize our product candidates.

1 any of s relationships wit these thid partiesterminate, we may ot be able o enr into arangenents with alternative third pariesor do 50 0n commercially easonable terms.
‘Switching o adding additonal CROS, investigators and ocber third partes involves additonal cost and requires managemen time and focus. In aditon,there is a natural tansiton period when a
‘e CRG commences work. As a resul, delays can occur, which could materaly impact our abilt to mee our desied clnical development imelines. The COVID-19 pandemic and government
‘measures taken in response have also had a significant impact on many CROS. Although we plan to carefully manage our relationships with our CROS, investigators and
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oxher third partes, we may nonetheless encounter challenges or delays i th future, which could have a materal and adverse impact on our busines, financial condition and prospects.

In addiion, principal investigatos forour liicaltials may serve a scentific avisos or consultants 10 us from time 0 time and receive compensation in connection with such services.
‘Under cerancircumstances, we may be required o reportsome of these relationships 0 the FDA. The FDA may conclude that a inancia reatonship between us and a principal investigator has
created a conflic of interet o otherwise affected interpretation o the trial. The FDA may therefore question the ntegity of the data generated at the applicable linical il site and the uilty of the
Clinicalrial islf may be jeopardized. This could resultin adelay in approval, o rejecion, of our marketing applications by the FDA and may ulimately lea to the denial of markering approval of
any product candidates.

We contract with third parties for the manufacture of our product candidates for precinical sudies, cinical rial and for eventual commercialzation. Thisreliance on third partiesincreases the
ris that we will ot have sulficient quanites of our product candidates or compounds or that such supply willnot be available 0 us at an acceptable cost, which could delay, prevent or impair
our development or commerciaization effort.

‘We do not have any, and have no plans o acquire any, mamufacturing facilites. We produce i our aboratory relatively smal quantiies of compounds for evaluation i out research
programs. We rly, and expect 1 continue t0 rely, on third parie for the manufactre of our product candidates for preclinical and clinical tsting, as well a for commercial manufacture f any of our
product condidates are approved. We currently have limited manufacturing arangements and expect that each of our product candidates will only be covered by single source suppliersforthe
foreseeable future. For example, we purchase our API for TP-03, otlanr, from Elanco, who sources through a single source supplier This reliance increasesthe risk that we will not have sufficient
‘quanities of our product candidates or products, if approved, or such quantities at an acceptable cost or quality, which could delay, prevent or impair our development or commercialization efforts.

Furthermare, all enties involved i the preparation of therapeutis for clinicl tias or commercial sal, ncluding our exising contract manufacrurers for ur product candicates, are:
subject 0 extensive regulacion. Components of a fiished therapeutic product approved for commercial sale o used i clinica rials mus: be manufactured in accordance with CGMP requirements.
‘These regulations gover manufacturing processes and procedures, ncluding record keepine. and the implementation and operation o qualiy systems to control and assure the quality of
investigational products and products approved for sale. Poor conrolof production processes can lea t0 the introdoction of contaminants,or 0 inadverten changes in the properties or siabilty of our
product candidates that may not b detectable in final product esting. We or our contract manufacturers must supply all necessary documentation in support of an NDA on  timely basis and must
‘adbere 0 the FDA's Good Laboratory Pracice regulaions and <GMP regulations enforced by the FDA through is faclities inspection program. Foreign reglatory authorities,including the European
‘Commission and the competent authortes o the EU Member States, may requie compliance with similar requirements. The facilties and qualiy systems o our third-party contractor manufacturers
must pas a pre-approval nspection for compliance with the applicable regulations 2 3 conditon of maeketing approval of ou product candldates. We do not control the manufacturing process of,
and are completl dependent on, our contract manfacturing partners for compliance with ¢GMP regulations. We have lte or no control over the production processes of third-party manufacturer,
MO orcther suppliers. The third-pary manafacturing facilities used n the production of API and our g products are locaed outside of the U S. and eguire FDA approval, which our third-party
‘manafacturers may bave limited experience with obaining. Our CMOs and other suppliers are subject 0 inspection by the FDA and may receive abservations that they may not be able o resolve in 3
imely or effecive manner, which could impoct whether our product can be approved on a timely basis, if at all

Inthe event dhat any of our manfacturers fails 0 comply with such requiements o 1 perform e obligations 1 us in reltion 0 qualvy, g or ctherwise, o if ou supply of
‘componeats or oher materials becomes limited or interrupted for othr reasons, we may be forced 10 manufacture the materials ourselves, for which we currenly do not have the capabliies or
resources, o entr nto an agreement with anothr third pany, which we may not be abl 1o do on commercialy rezsonable terms,if at al, In paicula, any replacement of our manufacturers could
require significant effort and expertise because there may be a imited number of qualifed replacemens. n some cases, th technical skills or technology required 1o manufacture our product
‘candidates may be unique o proprieary o the original manufacturer and we may have diffculy transfering such skilsor technology to anoer third pary and a feaible alternative may not exist.
‘These factors would increase our reliance on such manufacture or require us to 0bain  lcense from such manufacture in oder  have another third party manufactue our product candidates.If we
elect 10 or are required 10 change manufactrers for any reason, we will e required t0 verify tha the new manfactures maiatain faciltes and procedures that comply with quality standards and with
al applicable regulations and guidelines. I any of our current cotract manufacturers cannot perform as greed, we may be required o replace such manufacturers. Although we beleve that there are
several potential altemative manufacturers who could manufacture our product candidates, we may incur added costs and delays i idenifying and qualifying any such replacement o be unable to
reach agreement with an atemative manufacturer
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Ouror a third pary’s filue to execute on our manufactring requiremens, 0 4o 5o 0a commercially reasonable erms and comply with ¢GMP could adversly affect our business in 3
‘umber of ways, including:

+ an nability to iniiste or continue clinical triaks of ur product candidate under developmen;
~ delay in submitting regalatory application, orreceiving marketing approvals,for our product candidates;

= loss of the cooperation of an existing orfuture collaborator,including by Elanco under the license agreements with Elanco;

- subjecting third-party manufacturing facilities or our manufacturing faciliies to additonal inspections by regulatory authorites;

* requirements t cease development o o recll atches of our product candidate; and.

- i the event of approval to market and commercilize our poduct candidate, an inability to meet commercial demands for ur product or any sher future product candidtes.

Our product candidates and any products that we may develop may compete with oher product candidates and products for access 0 manufactring faciltes. As a result, we may not
biain access o these faciltes 0n a priority bass or at ll. There are a limited number of manafactuersthat operte under ¢GMP regulations an that might be capable of manufactring for us. Any
performance falure on the part of our exiting o fuure manufacturers could delay clinicaldevelopment or marketing approval.

‘We or ourtird-party manufacturers may encounter shortages in the raw mateials or actve pharmaceutical ingredients necessary o produce our product candidaes in the quantites
needed for our clinica ras o, if our poduct candidates are approved, in sufficient quanites for commerciaization or  meet a increase in demand, 2 a result of capacity constains or delays or
disrupcions inthe market for the raw materias o active pharmaceurical ingredient, including shortages caused by the purchase of such raw materials or cive pharmaceutical ngredients by our
‘competitors orothers. The falure of us o our third-arty manufacturers t obiain the raw materials o acive pharmaceutical ingredients necessary o manufacture suffcient quantites of our product
‘candidates, may have a materi) adverse effect o our business.

We, or our third-party manufocturers, may be unable o successfully scale-up manufocturing of our product candidates in suffcient qualty and quantiy, which would delay or prevent us from
‘conducting clinical trials and developing our product candidates.

I order 1o conduct clinical ials of our product candidates, we will need to manufactue them i large uanites. We, o ur manufacturing partners, may be unable 0 successfully
increase the manufacturing capaciy for any of our product candidatesin a imely orcosteffective manner, or a all. In adiion, quality ssues may arise doring scale-up activities. If we, of our
‘manafactuing partners, are upable 1o successfully scale up the manufacture of our product candidates in suficient quaity and quantity the development, estng and clinical rals of that product
‘candidate may be delayed or become infeasible, and marketing approval or commercal lavanch of any resuling product may be delayed or ok obained, which could sigaifcantly harm our business.

‘Changesin methods of product candidate manufacturing or formalation may resultin additonal costs or delay.

A product candidatesprogres through preclinical 0 late stage clinical ral 1o marketing approval and commercialization, t s commo that various aspects of the development
program, such as manufacturing methods and formulation, are altered along the way in an effort 10 optmize yield, manufacturing batch size, minimize costs and achieve consistent quality and resuls.
‘Such changes cary the isk hat they will ot achieve these intended abjectves. Any of these changes could cause our product candidaes o perfor differently and affect the results of plamned.
clinical ials or other future clinical trials conducted with the atered maerial. This could delay completon of clinical rial, reguire the conduct o bridging linical tials of the repettion of one or
‘more clinical il increase clinical tial costs,delay approval of our poduct candidates and jeopardize our bilit to commercalize ou product candidates and generate revere.

Risks Related to Tntelectual Property
The development and commercialization of our products, including our lead product candidate, TP-03 for the potential reatment of Demodex biepharii and MGD, TP-04 for the potential
treatment of rosacea and TP-0 for potential Lyme.
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prophylaxis and community mlaria reduction, is dependent on intllectual property we license from Elanco. If we breach our agreements with Elanco or the agreements are erminated, we
could lose license rights that are imporant fo our business.

Pursuant 0 the Eye and Derm Elanco Agreement andthe Al Human Uses Elanco Agreemment (each an "Elanco Agreement” and ogether the “Elanco Agreements”) we acquired
exclsive, woridwide,sublicensable licenses t0 certain intelectual property of Elanco fo the development, marketing and commercialization of lodlaner for () the treamen, pevention, paliaion or
‘cure of any eye orskin disease or conditon in bumans and (b) all oxher appications in humans, respectively. The Elanco Agreements impose various developmen, regulatory, commercial diigence,
financial and oher obligations on us. I we fal o comply with our obligaions under the Elanco Agreements, or oxherwise materilly beach either Elanco Agreement, and fal to remedy such failure
o cure such breach within 60 days, Elanco will v the right toterminate the applcable Elanco Agreement. If we fil o meet any miletones by the achievement deadlinesset forth n ether Elanco
‘Agreement for any reason othe than those outside of ut reasanable conirol, and such milestones remain unmet for 120 days aftr Elanco noifes us thereof, Elanco may terminate the applicable
Elanco Agreement.

18 il o e cerain derstologicl st by the scievementdesclines st fort inthe e snd Derm lanc Agreeen fo sy essons et those cutside of
easonable conte, an Sochletone e et o120 days atee lanc poiles  heec, Elanco ey it oo e f e e e Eye an Devn Eanc Agrenrt 1 th resmens,
pallsion, prevenion o cre of e disases o codiions i humans ooy, iter Elanco Agrement s terminated o f o fedof e nthe Eye nd Derm Elanco Agreement i educed o e and
Sin conditions oly by Elanco, we wouid lose our applicble icense nthe coutry where such icese was terminatd and alrighs erintthe license inelecul property woid evert o
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
poenc. I Elanc teminates o £y ad Dem E1anco Agreement o oo (ire 1 chiee  Geelopment ilesione by te specified scievemen deline, her e s rant Eanc -
Exchmive, sublcemabl,royaly-fee ense 1 0 s and kna-how et 0 ot anr 1o devlop, fciure and <ol olaer 3 any censd prodocts o h s,
palaon, revenionoe cureof an ey o kindsease r conditon i humans. I Elancoterinaesthe All Human Uses lanco Agreemet fo ur failire (o schieve 3 evelopment miletone by the
Spcifed achievemen dadin, then we must rant Fancoa on-exclusive, sublicensable,oyalty.fee iense o our paentsand know-how relating (0 olaner 1 deselop, manfacture 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
ourlicense o the termination o ot lcense.fo sk iseases an condiionsor of ur icense for oxher se 1 umans it E e ol ateraly har o bsiness.

1f we are unable o obtain and mainiain sulficient intellectual property protection for our product candidates, o f the scope of the inellectual property potection s notsuffciendl broad, our
‘compeitors could develop and commercialize products similar o identical 0 ours, and our ability to successfully commercalize our products may be adversely affected.

‘We ely upon a combination of patenss, trademarks, rade secret protection, and confidentaity agreemen t protet te intellectual property elated to our development programs and
product candidates. Our success depends i Large part on our ability © obtan and maintain patent protecton i the U.S. and other counties with respect 0 our product candidates and research
programs. We seek toprotect our proprietary position by iling patent applicaions n the U.S. an abroad rlated o our novel discoveries and technologie that are important 0 our business. Our
‘pending and furure patent applicaions may notresuit in patents being issued tha proect our poduct candidatesor thei intended uses o tht effecively prevent othrs from commercializing.
‘compeitive technologies, productsor product candidates.

Obaining and enforcing patens is expensive and time-consuming. and we may not be able to file and prosecute all ecessary or desirable paten applicaions,or maintain and/or enforce:
patentsthat may issue based on our patent applcation, at a reasonable costorina imely manner. Moreover,in some circumstances, we do not have th righ o control the preparation, iing and
prosecution of patent applications, or 0 mainain, enforce and defend the patents, covering technology that we license from third parties. It s also posible that we willfai 10 dentiy patentable
aspects of our research and development resuls before t i o late o obain patent protection. Although we enterinto non-disclosure and confidentalty agreements with partes who have access @
patentable aspects of ourresearch and development output, such as our employees, corporate collaborators, outside scentific ollaborators, contractresearch organizations, COntEact manufactures,
‘consultans, advisors and othr third parties, any of these prties may breach these agreements and disclose such reslts before a patent application i iled,thereby jeopardizing our abiliy 0 seek
patent protction.

“The patent position o biotechnology and pharmaceutical companies generally i highly uncertan, involves complex legal and factual quesions and has i recent years been the subjectof
‘much ligation, resulting in court decisions,
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including Supreme Court decisions, which have ncreased uncerainties as t the abilty 1o enforce ptent righs n te fuure. In additon, the scope of patent potection outside of the U.S.is uncerain
and laws of foreign countries may not protect our rights 1 the same extent 2 thelaws of the Uz o vice versa. For example. European patent law restictsthe patenabilty of methods of treatment
of the human body more than U.S. aw does. With respect 10 boh owned and n-licensed pate ighis we cannot predict whether the patent applications we and o licensors ae currently pursuing o
il pursue il issue 2 patent i any particularjurisdiction or whether the claims of any issued patents will provide suficient potection rom competitors.

Further, we may ot be aware o alltirc-party inellectual property righs potentaly elating fo our prodct candidates or the ntended uses, and as  result th impoct of such tird-
panty intellectual property rights upon the patentabilit of our own patents and patent applications, as well s the impact of such third-party intllectual property upon our abilit to commercalize our
products, is highly uncerain. Because we have not yet conducted a formal patet landscape analysis related to our product candidats, we may ot be aware of issued patents that athird pary might
assertar nfringed by one of our current or future product candidates, which could materaly impaie our ability o commercialze our product candidtes. Even if we diligenly search third-party
patenssfor potental nfringement by our products o prodct candidates,incling TP-03, TP-04 or TP-05, we may not successfully find patent tha our products o product candidaes,inclding TP-
03, TP-04 or TP-05, may infringe. If we are unable to confirm that our products o no infringe thir-pary patent, thers could peclude usfrom commercializing our product candidate. In additon,
publicaions o discoveriesin the scientfic literture often lag behind th actua discoveries and patent applictions n the .. and other jurisdiction are typicaly not published unil 18 months after
Filingor, n some cases, not published at al. Therefore, we canot know with cerainty whether we were the first to make the iventions claimed in our ptents or pending patent applictions,or that
‘we were th first o file for ptent potection o such inventions. AS a resul, the ssuance, scope, validty enforceability and commercia value of ur paten rights are highly uncertain. Ou patents o
pending paten applications may be challenged in the courts or patent oficesinthe U.S. and abroad. For example, we may be subject 10 third paty pre-issuance submission of prior ar 10 the U.S.
Patent and Trademark Office, or become invoived in post-grant review o iterference procedures, oppositions, derivations,revocations,reexamination, o iier partes review proceedings, in the U S.
o elsewhere, challenging our paten rights o the patent rights of othrs. An adverse determinaton in any such subission, proceeding ot ligation could reduce th scope o, or invalidat, our patent
righs,allowe third parties to commercalize our technolog or product candidates and compete directly with us, without paymen t us,orresult in our inabliy 10 manufacture of commercalize drugs.
‘without infringing third-paty paten ights. If the breadh or strength o protection provided by our patent and patent appications i threatened. regardless of the outcome, it could dissuade
‘companiesfrom collaborating with us o license, develop or commercialize curent or fuure product candidates.

Our owned and lcense patent estae inces potent application, many of which re at an arly stag o prosccuton. e coverage camed n  patent applicaton an e ignificanty
recduced before the potent i ssued,and isscope can be reterpreted ate issuance. Even if our ovned and inlcensed patent applications s 2 ptents,tey may ot ssueina form that will
provide us withany mesningfulprotection,prevent compeirs from competing withus o odcrwise rovide uswithany competitive dvontage. The stance of  potent s ot onclusive s o s
Snventorshi,scope, vldityorenfrceabilty,an out owned and in icense arentsmay be chllenged i he cours or patent afices i the U:S. and abroad. uch challengesmay el inlossof
exchsiiy o biiy o selour proucts wthout nfinging i prty ptenc or ot clin being natowed, ivalcated, o held unenforceabie, n wholeor n par, which could it our aily o
top ohers fom using or commercializing similror enical technology and procucs, o i he duration o thepatenproecion of our technology and products. Inaeiton, given he amouns of
e recuireforth developenen, estin and regultoy eview of new productcandidte,patents protectng such candidates it expie befor o sorly afer such candidas re
commerialized.Furdermore, ur competiors may be bl 0 ircumvent o patents by developing imlar o aierativetechnaloies o producs i anon-nfingiog manoer. As a resul, o owned
and n-icensed patent portflio may 5ot provide s with sulfcent ights 0 exclude others fom commerciaizng techaology and prodactssimilar o identical  any of ot echnology and prodact
Candidates.

Funhermore, while we seck to protec th trademarks we use n the U.S. and in ther countries, we may be unsuccessful in obaining registations and/or cherwise protectin these
rademarks. 1 that were o happen, we may be prevented from using ous names, brands and trademarks unlss we entr nto appropriate oyalty,license or coexisience agreement, which may not be
available o may ot be avalable on commercialy reasonable ters. Over the Iong erm, i we are unable o eablish name recogition based on ou trademarks, trade names, service marks and
‘domain names,then we may not be able o compet effectively, resuling in a material adverse ffect o our business. Our registered or unregistered trademarks or rade names may be challenged,
infringed, diluted or declard generi, or determined t be infringing on other marks. We rely on both registration and common law protecion forour rademarks. We may ot be able to rotect our
rights 0 these trademarks and trade names or may be forced t 510 using these names, which we need {0 build name recognition among posental artners or customers in our marketsof ntrest. At
times, competitors may adopt rademarks and tade names simila 1 ours, thereby impeding our bilt t build brand identity and possbly leading to market confusion. During trademark registration
proceedings, we may receive ejections. Although we would b given an opportunity (@ respond 10 those refections, we may be unable o overcome such rejections. In addition, in the USPTO and in
‘comparable agencies in many foreign juisdicions,third parties ae given an oppostuniy 10 oppose pending trademark applications and o seek o cancel egistered
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rademarks. Opposition or cancelation proceedings may be fled against our rademarks, and our trademarks may not survive such proceedings. Effective trademark protection may ot be avalable or
‘may not be sought in every country i which our products are made available. Any name we propose 1 use o our products in the U.S. must be approved by the FDA, regardless of whether we have
registered i, or applied toregite it as a rademark. The FDA typically conducts a review of propased prodct names, incluing an evaluation of potental for confusion with othr product names. I
the FDA objects t any of our proposed product names, we may be required o expend sigaificant aditiona resources n an effor 0 identify 3 usable subsitute name that would qualify under
‘applicable rademark laws, that does ot infinge the exiting rights ofthird parties and tha s acceptable 10 the FDA. I we ar unable 10 establish name recogition based on ou trademarks and trade
mames, we may not be able 1 compete effectively and our business may be adversely affected.

Obtaining and maintoining 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 oreliminated for ron-compliance with these requirements.

Periodic maintenance fees,renewal fees, annuitie fees and various other governmentl fees on patents ancio patent applicaions are due o be paid 1o the USPTO and foreign patent
agenciesin several stages over the lifetime of the paent anlor patent application. The USPTO and various foregn governmenta paten agencies also require compliance with  number of
procedural, documentay, e payment and other similar provisioas during the patent application process. In certain crcummstances, we rely on ous licensing partners o pay thes fees 0, or comply.
it the procedural and docummentary rles f,th relevans patent agency Wile an inadvertent Lapse can i many cases be cured by payment o aLte fee or by other means in accordance with he
applicable rules, there ae situations in which noncompliance can rsult in abandonment o laps of the patent or patent application, resulting in patal or complete lossof patent rights in the relevant
jurisdiction. Non-compliance eventsthat could reuit in abandonment or Lapse of a patent o patent application include, but re not limited t, ailure 0 espond to official actons within prescribed
ime lmits, non-paymen of fees and failure o properly legalize and submit formal documens. I such an event,potential competitrs might b able o ener the market with simikr o identical
products of technology. If we or ourlicensors fail to mainian the patents and patent aplications rlating to our poduct candidates, our compeitive posiion, business, financial condition, esults of
operations and prospects would be adversely affected.

‘We may not identify relevant tird-party patents or may incorrectly interpret th relevance,scope or expiration of @ third-party patent which might adversely affect our abilty to develop and

‘We cannot guarantee that any o our paten searches or analyses, including th idendification of rlevant paten, the scope of ptent caims o the expiration of elevant patens,are:
‘complete o thorough. o can we be cetan that we have identified cach and every hird paty patent and pending applicatio in the U.S. and abroad that s elevant o or ecessary for the
‘commerciaization of our product candidates in any jurisdiction. Because we have notyet conducted a formal ptent landscape analysis related  our product candidates, we may not be aware of
issued patents that a thid party mightassert are infringed by one of our current o future product candidates, which could mateialy impair our abilty o commercialize our product condidates. Even
if e diligemly search third-arty patents for potental infringement by our products or product candidate, we may o successfuly ind patents that our products or podct candidates may infrnge.
1 we are unable to confirm that our products do no infringe thic-pary patent, others could preclude us from commercializing our product candidates.

‘The scope of a paten claimis determined by an nterpretation of the la, the wrtten disclosure in a patent and the patents prosecuionhistory. Ou iterpretation o the relevance or the
scope of a patent or  pending application may be incorrect, which may negtively impact ou abliy 1o market our products. We may incorrectly determine that ur products are ot covered by a
hird-party paten or may incorrectly predict whethera thid party's pending application will ssue with claims o relevant scope. Our determination of the expirtion date of any patent i the U.S. or
abroad that we consider relevant may be incorrect, which may negatively impact ou ablity o develop and market our product candidates. Ou failure 10 idenify and correctly interpret relevant
atents may negatively impact our abilt to develop and market ur products.

We may wish o acquire rights t future assets through in-licensing or may attemp to form collaborations in the future with respect 0 our product candidates, but may not be able 0 do o, which
may cause us o alteror delay our development and commercialization plans.

‘The development and potential commercialzation of our product candidates will reqire substanial aditional capital t fund expenses. In 2019 and 2020, we entered ito the Eye and
Derm Elanco Agreement and the All Human Uses Elanco Agreemment, respecively. We plan toutilze these icense rights in developing and marketing our TP-03,TP-0d and TP-05 product candidates.
‘We may, in the future, decde 1o collaborate with other biopharmaceutical companies fo the evelopment and potential commercialzation of those product candidates. We will ace significant
‘compeition i secking,appropriae collaborators. We may notbe successful i our eforts o esablish asrategic partership or ocher ltemative
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= we may not have access o, or may be estricted from disclosing.cerain information regarding product candidates being developed or commercilized under a collaboration and.
consequendy, may have limited abilty 10 inform our stockholders about th staus of such product candidates on a discretionary bass;

+ collaborators could independernly develop,or develop with tird parties, roducts that compete directly or indirectly with our product candidates and products i te collaborators
elieve that the compeiive products are morelikely o be successfully developed or can be commercialized under tems that are more economically aractve than ours;

+ product candidate discovered in collaboration with us may be viewed by our collaborators s compettive with their own product candidats or products, which may cause collaborators
1 cease to devoteresources to the commerciazaton of our prodiuct candidates;

+ a collaborator may fail 1 comply with applicabl regulatory requirementsregarding the development, manfacture, istibution or marketing of  product candidate or product;

« a collaborator may seck t renegotate or terminat thir relationship with us due o unsatisfactory clinical resuls, manufacturing issues, a change in busines sirategy, a change of
controlor ober reasons;

+ 2 collaborator with marketing and distribution ights to one or more of our podisct candidatesthat achieve marketing approval may not comit sulfcient resources to the marketing and
disuibution of such productor products;

+ dissgreements with collaborators, including disagreements overintellectal property or proprieary rights, contractinterpretation o the preferred course of development, might cause.
delays orterminations ofthe research, development or commercializaion of product candidates, might lead  adlitional responsibilies for us with respect 10 product candidates, or
migh reult i itigaton or arbitraion, any of which would be ime-consuming and expensive:

+ collaborators may not properly oban, maintain, enforce, defend or protect our intelectual property or proprietry rghts of may use our proprietary information in such a way 3 10
potentiallylead 10 dispute orlegal poceedings that could Jeopardize o ivalidate ourinellecual propery or proprietay information or expose us 0 potenta ligaton:

« disputes may arise with respect 0 the ownership of intellectual property developed pursuant to our collaborations;
« collaborators may infrnge, misappropriate or otherwise violte the ntelectual property or proprieary righes of third partes, which may expose us t ligation and potental izbilty:
and

+ collaborations may be teminated for the convenience of the collaborator, and, if terminated, we could be required t raise adiional captal t pursve furher development or
commercializaion of the applicable product candidstes.

Collaboration agreements may notlead o development o commercialzation of product candidates in the most efficient manmer, o at . I any collaborations that we enter into do pot
result i the successful dovelopment and commercializaion of products o if e of our collaborators ferminates e agreement with s, we may 5ot receive any fuure research funding or milestone or
rogalty payments under th collaboration. If we do no eceive th funding we expect under these agreemens, our development of our product candidates could be delayed and we may need
‘additional resources to develop our product candidates. Al of the isks elting o product development, regulatory approval and commercialization described n this report akso apply tothe activities
of our colaborators.

In the uture, we may need t obtain additional icenses o tird-party technology that may not be availoble 0 us or are available only on commercially unreasonable terms or we may fail o
‘comply with our oblgations under such agreements and our business could be harmed.

In adliion © the Eye and Derm Elanco Agreement an the All Human Uses Elanco Agreement, from time o time we may be required o license technology from addiionalthird partes
0 further develop or commercialize our product candidates. Should we be reguired t obsain licenses 10 any thid-pary technology, incuding any such patents required 10
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‘manfacture, use or sellour product candidate, such licenses may no be avalable o us on commercially reasonable tems,or atal.

1 we are unable o license such fechnalogy,orif we are forced (o license such technology on unfavorable terms, our business could be materially harmed. I we are unable 10 obain 3
necessary license, we may be unable 0 develop o commercialze he affected product candidate, which could materaly harm our business and th third partes owning such intllectal property
rights could seek either an injunction probibiting our sals or an obligation on our part o pay royalties andior other forms of compensation. Even if we are abl t0 obain alicense, it may be non-
exclsive, thereby giving our competiors acces 1 the same technologies licensed o us.

1 we are unable t obtainrights o required thid-pary intellectual property rights or maintain the exising ntellectual property rights we have, we may be required o expend significant
ime and resourcesto edesign ou technology, product candidates, of the methods for manufacturing them o to evelop o lcense replacement technology, al of which may not be feasble on a
technical o commercial basi. If we e unable t0 G0 5, we may be unable to develop or commercialize the affecte technology and product candidates, which could harm our business, financial
‘conditon, resuls of operations and prospects significantly.

‘Addiconall, if w fail o comply with our bligations under any icense agreements, our counterparies may have the right to terminate these agreements,in which event we mightnot be:
able 0 develop, manufacture or markes, or may be forced o cease developing, manufacturing or marketing. any produc tht is covered by these agreements or may face other penaltes under such
agreements. Such an occurrence could materally dversly affect the value of the product candidate being,developed under any such agreement. Termination of these agreementsor reduction or
elimination of our rights under these agreements,or resirictions on our ability o reely asign or sublicense our rights under such agreements when i i i th inerestof our business 10 do 50, may
result in our having 10 negotate new o reinstated agreements with less avorable ferms, cause u 1 lose our righis under these agreements,inclcing our rights to important intellectal property o
technology o impede, ordelay or probibi th furher development o commercialzation f one or more product candidtes thatrey o such agreements.

1 we enter int in-bound iellecual property license agreemments, we may not be able 1 fuly protet the icensed intellecual property rights o maintan those icenses. In each of the Eye
‘and Derms Elanco Agreement and the All Homan Uses Elanco Agreement, Elanco retsins, and futur licensors could reai, th right o prosecute and defend the intellectual property rights lcensed to
s, in which case we would depend on the abilty of ourlicensors 10 obtain, maintai and enforce such licensed intelectual property. These licensors may determine not 0 pursue igation against
other companies or may pursue such litgation less aggresively than we would.Ifour licensors do not adequately protect such licensed ntelectual property, compettors may be able 10 use such
inellecrual property and erode or negate any competitive advaniage we may have, which could matrially harm our business,negatively affectour position n the marketplace, limit ur ability
‘commerciaize our poducts and produc candidates and delay or ender impossible our achievement of profibility. Furthr, entering into suchlicense agreements could impase various dilgence,
‘commerciaization, royalty o othe obligations on us. Future licensors may allege that we have breached our license agreement with them, and accordingly seek o terminate ou license, which could
‘adversely affect our competitive business positon and harm our business prospects.

In addition 0 the above risk, ntellectual property rights that we license inthe future may include sublicenses under itelectual property owned by third parie, in some cases through
mutiple iers. The actions of ou licensors may therefore affect our rights 1 use our sublcensed intellectal property, even if we are in compliance with al of the oblgtions under ou lcense.
agreements. Should ou licensors or any of the pstream licensors ail t comply with thei oblgations under the agreements pursuan to which they obtain the ightstha are sublicensed 10.us, o
Should such agreements be terminte or amended, o ability o develop and commercialze our product candidates may be materially harmed.
Disputes may arise regsrding intllectual property subject 0  icensing agreemment,including:

e scope ofrighs granted under the license agreement and cthe inerprecation reated issues;

+the extent @ which our technology and processes infringe intellectual property of th licensor tht is no subjec 0 the licensing agreemment;

- the sublicensing of paten and othe rights;

+ our diligence obligations under the license agreement and what actviiessatify those diligence obligations;
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«the inventorship and ownership of nvertions and know-how resuling from the joit creation or use of intllectual property by our licensors and us and our partners; and
« e pririty of nvention of patented technology.

In addition, the agreements under which we currendy license itellectual property o technology from third parties are complex, and certain provisions insuch agreements may be
susceptible to multpl interpretations. The rsolution of any contact inerpretaion disagreement that may aris cocld narrov what we believe o b the scope of our ghts (o the relevant intellectual
property or technology, o increase what we bellve t0 be ur financialor other obligations under the relevant agreemen, eithr of which could have a material adverse effect on our businss,
financial condition, reslts of operations and prospecs. Moreover if disputes overinellectual property that we have licensed prevent ot impai our ability to maintain our current icensing
arangements on commercilly acceptabl terms, we may be unable 0 successfully develop and commercalize th affeced technology and product candidates, which could have a material adverse
effecton our business, financial condiions,reultsof operatons and prospects.

We cannot ensure that paten rights relting (o inveniions described and claimed in our pending patent applications willissue o that our patentsor patents based on our patent applications will
notbe challenged and rendered invalid and/or unenforceable.

Alhough we have pending U and forega ptent applicatons i our portfolic, we cannoxpedic:

* if and when patents may issue based on our patent applications;

~ the cope o protection o any patent ssuing based on ur patet applications;

+ whether the claims of any patent issuing based on our patent applications will provide protection against competitors:

+ whether o ok thin paries will i ways 0 invlidte o circumvent our ptent ights;

+ whether or not others will obtain patents claiming aspects similar to those claimed in our patents and patent applications;

- whether we il e o nite Tgation or adminisirtive proceedings o eforc ando defera ou ptent rights which il b cosly whether we winor lose; aor

« whether the ptent applicationsthat we own o in-license wil esultinissued patents with claims tha cover our product candidates o usesthereof n the US. orin ocher foreign
counties.

‘We cannot e certain that the laims in our pending paten applications directed 10 our product candidaes andior technologies will be considered patentable by the USPTO or by patent
offices in foreign countres. One aspect o the determination of patentability of ou inventions deperd on the scope and content ofthe “prior ar.” information that was or i deemed availzbl to 2
person ofskill n the rlevant art prior to the priorty date of the claimed invention. There may be prior art of which we are not aware thatmay affect the pateniabilty of our paten caims o, f issued,
affect the valdity or enforceabilty of  paten claim. Even if th patents o isse based on our patet spplicaions,third paties may challeng the validiy,enforceabilty o scope thereof, which may
result in such patents being parrowed, invalidated or hed unenforceable. Purthermore, even f they are unchallenged, patens in our portfolio may not adequately exclude third pariesfrom practicing
relevant technology or prevent others from designing around our laims. f the breackh o siength of our itellecual propeny positon with respect t0 our product candidates i threstened, it ould
dissuade companies from collaborating with us to develop and threaten ou ability to commercalize our product candidats. In the event o iigation or adminisrative proceedings, we cannot be
certain that the claims in any of ourissued patents will be considered valid by courts in the U.S. orforeign countres.

1f we are sued for infringing, misappropriating or otherwise violating intellectual property rights of third partie, such litgation could be costy and time consuming and could prevent o delay.
usfrom developing or commercializing our product candidates.

Our commercial success depends,in part, on our ability o deveiop, manufacture, market and sel our product candidates without infinging. misappropriating or otherwise violating the
imtellecral property and othe proprietary ightsof third partes. Tird parties may allege that we have nfringed or misappropriate thei intelectual ropent. Litgation or other
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legal proceedings relating o incellectual property claims, with or without merit, are unpredictable and generally expensive and time consuming and, even if esolved in our favor, ae ikely to ivert.
significant resources from our core busines, including distracting our technical and management personnel from thei normal responsibilities. n additon,there could be public announcements of the
resuls of hearings, motions or other intrim proceedings or developments and f ecuriies analysts or nvestors perceive these results 0 be negative, it ould have a substanial adverse effect on the
‘marketprice of our common stock.

‘Such ligation or proceedings could sobstantally increase our operating losses and rediuce th resources available for development activites o any fuure sales, marketng or distibution
activites. We may not have suficient inancialor other resources to adequately condoct such litigation or proceedings. Some o ur competitors may be abl to sustain the ostsof such litigation or
proceedings more effecively than we can because of their greater financial resources and more mature and developed itelectual property portolios. Uncertanties resuting from the initation and
Continuation of patent itigation o other proceedings could have & material acverse effect on our abily o compete n the marketplace.

“There i asubstantial amount of intellecual property ltigation inthe biotechnology and biopharmaceutical indsries, and we may become pary o, or threatened with, ligation o other
‘adversaral proceedings regarding intellctual propery rights withrespect @ our poduct candidates. Third parties may asset infingement claims against s based on exising or futur intellectal
property rights,regardiessof mert. The pharmaceutical and biotechnology industies have produced a signifcant number of patents, and it may not always be clear 0 indusiry participants,including.
s, which patents are diected 0 various ypes of products or methods of use. As the pharmaceuical and biotechnology industies expand and more patents are ssued, the risk increases that our
technologles o product candidates that we may idenify may be subjectto claims of nfringement of the paten rghts of third partes. The scope of paentsis subject t interprection by th courts, and.
the interpretation i not ahways uniforn. The lega theshold for initiaing litigation or contested proceedingsislow, so even lawsuits or proceedings with a low probability of success migh be-
iniiated and require significant resourcesto defend. If we were sue ot patent infringement, we would need 1 demonsirae tha our product candidates, products or methods ether do not infringe the
patent laims o the relevant ptent o thatthe patent claims ar invald or unenforceable, and we may not be able t0 do this. Proving invaidity may be diffcult. For example, n the U.S. proving.
ialidity in cour requires 2 showing o clear and convincing evidence o overcome the presumpion of validity enjoyed by ssued paents. Even f we are successful in these poceedings, we may.
incur substantialcosts and the time and atention of our management and scientific personnel could be diverted in pursuing these proceedings, which could have a materil adverse effect o our
business and operatons. In additon, we may not have suffcient reources (0 bring these actions to 2 successful conclusion.

1 we are found t0infinge a third party’s intelectual property rights, we could be forced,including by court order, 1o cease developing, manufactring or commercialzing the infringing.
product candidate or product. Altertively, we may be required 0 obtan a license from such third party i rder 1 use the infringing technology and continue developing, manufacturing or
‘marketing the infrnging product candidate. However, we may not be able 1 btain any requied license 00 commercially reasonable tems or at al. Even if we were abl 0 obain a lcense, it could
be non-exclusive,thereby giving our competitors acces o the same technologieslicensed 1 us and could require us 1o make substantial licensing and royaley paymenss. We could be forced,
including by court order, 1 cease developing. manufacturing and commercializing the infinging technology o prodac. In addiion, we could be found liable for monetary damages, incluing eble
damages and attoneys' fes f we are found to have willfuly infringed a paten. A inding of infringement could prevent s from commercializing our product candidates orforce s to ease some of
our business operations, which could materially harm our business. Claims that we have misappropriated the confidentia information or trade secret.of third paries could have asiilar negative.
impact o our business, financial conditon, results of operations an prospects.

1f we do notobtain patent term extension for any product candidates we may develop, our business may be mtrially harmed.

Inthe UsS.,the term of a patent tht covers an FDA-approved drug may be eligibl for limited patent term extension, which permits patent erm restoration as compensation for the patent
term lost during the FDA regalatory review process. The Drug Price Competiton and Patent Tem Restoraion Act of 1984, aso known s the Hatch-Waxman Act,permits a patent term extension of
up 1o five years beyond the expiraion of the patent. The lengthof the patentterm extension i relaid 10 the lengih of time the drug s under regulatory review. Patent extension cannot extend the
remaining term of  patent beyond a tota of 14 yers from the date of product approval, and only one patent applcable o an approved drug may be extended and only those claims covering the
‘approved drug, 2 method for using i, or 2 method for manufacturing i may be extended. Similar provisioas are avllable in Europe and cerain other non-U.S. jurisdictions t0 extend the term of 2
patent that covers an approved drug, While, in the future, f and when our product candidates receive FDA approva, we expect 0 3pply for paten erm extensions on patents covering those product
‘candicate, thereis no guarante that the applicable authorities will agre with our assessmen of whether such extensions should be granted, and even if granted,the length of such extensions. We
‘may not be granted patent erm extension ether i the U.S. o n any foreign country because of,for example, failing to exercise due.
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iligence during the esting phase o regulatoy review process,failng 10 3ppy within applicable deadlines, faling 0 apply pior 0 expiration of relevant patents or oherwise faling 0 sty
aplicable requirements. Moreover, the tem of extension, as wel as the scope.of patent protecion during any such extension, afforded by the governmental authority could beless than we request.If
‘we are unable 10 btain any paten tem extension orthe tem of any such extension s les than we request, our competitors may obtain approvalof competng products following the expiration of our
patent rights, and our busines, financial condition reslts of operaions and prospects could be materally harmed.

We may become involved in lawsuits o protector enforce our patents and other ntelectual property rights,which could be expensiv, ime-consuming and unsuccessful.

‘Competitors may infringe, misappropriate o otherwise violate our patents, rademarks, copyrights or other intellectual property. ¢ may be dificult to detect infringers who do not
‘adverisethe componentsthatare used in thei products. Moreover, it may be difficul o impossibl to Gbain evidence of nfringement in » compedior’ or potential compeitors product. To counter
infringement or unauthorized use, we may be required to file infringement or oher intelectual property.-related claims, which can be expensive and time consuming and divertthe time and atention
of our management and scientifc personnel. There can be no assurance that we wil have sufficient financial or other resources t fle and pursue such nfringement lairms, which typically last for
yearsbefore hey are concluded. Any claims we assert against perceived infringers could provoke these pariesto assert counterclais against us aleging that we infringe ther patens,in addition 0
‘Counterelaiens sserting that our patents are invalid o unenforceable, or boh. I any patent infingemens proceeding,ther i a risk that  court will ecide that a patentof ours i invalid or
‘menforceabl, in whole orin pat, and that we do not have the right o siop the other paty from making, using. o sellng the nvention at ssue. In paent ligation in the U.S., defendant
‘counterclaims aleging invalicity or unenforceability are commonplace. Grounds for  valdity challenge coold be an alleged falure t0 meet any of severa satutory requiremens, ncluding lack of
novelty, obviousness, or non-enablement. Grounds for an unenforceability aserton could be an allegation tha someone connected with prosecution of the patent withheld materil information from
the USPTO, or made a misieading satemens,during prosecuion. Third parties may institute such claims before administative bodies i the U.S. o abroad, even outside the context of ltigation. Such
‘mechanisms include re-examination, post-gran review, ner partes eview, intererence proceedings, derivation proceedings, and equivalent proceedings n forign jurisdictons (e, opposition
proceedings). The outcome following legal ssertions of invalicity and unenforceabily s unpredictable. Ther i also a sk tat, even fthe valdiy of sch paents is upheld, the court il consire
the patent’s claims narrowly or decide that we do ot have the right 1 top the othr party from making, using or seling the invention a issue on the grounds that our paent claims do not cover the
invention. An adverse outcome i a ligation of proceeding invoiving our patents could imit our abiicy 1 asset our patents aganst those partieor odher compediors, and may curail o preclude our
abilty to excude third partiesfrom making, using and sellng similar or competiive products. Any of these occurrences could adversely affect our competiive business position, business prospects
and financial condition. Smilrly, if we assrt trademork infringement claims, a court may determine that the marks we have assrted are invalid or unenforcebl, o that the party against whom we
have asserted rademark ifringement has superor rights t the marks n question. I this cas, we could ultmately b forced to cease use of such trademarks, which could materially harm our
business and negatively affect our pasition in the marketplace.

Even if we establish infringement, the court may decide not 0 grant aninjunction against futher infinging activity an instead award only monetary damages, which may or may not be
an adequate remedy. Furthermore, because of the substantial amount of discovery required in connecton wih inelletual propery iigaion,there i arisk tht some of our confidential information
‘could be compromised by disclosure during lcigation. There also could be public announcemens of theresus of hearings, mations or other nterim proceedings or developments. I securites
analysts o investors perceive these reslt o be negative, it could have 2 materal adverse effect on the price of shares of our common stock. Moreaver, we cannot ssure you that we will have.
Sufficient financial o other resources o file and pursue such infringement claims, which typically Last foryears before they are concluded. Even if we ultimately preval in such caims, the monetary
cost of such ligation and the diversion of the aiention of our management and sientific personnel could outweigh any benefit we receive 2 a result of the proceedings.

‘Because of the expense and uncertanty of ligation, we may not be in a positon to enforce our intllectual property rights againstthird paties.
Because of the expense and uncerainty o iigation, we may conclude that even f a third party i ifringing our issued paten, any patents that may be isued 2 a result o our pending or

foture patent applications or other intellectual propertyright,th risk-adjusted costof bringing and enforcing such a claim o action may be 1o high or no n thebest inerestof our company or our
‘stockholders. I such cases, we may decide thatthe more prudent course of action i 1 simply monitor the itsaion or intateor ek some other non-iigious action orsolution.
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‘Changes in patent aw in the U.S. and other jurisdictions could diminish the value of patents in general thereby impairing our abilityto protect our product candidates.

A s the case with otber biopharmaceical companies, our success is eavily dependenton intellectual property, particulary patents. Obaining and enforcing patents n the.
biopharmaceutical industy involves both technologcal and legal complexity and i threfore costly ime-consuming and iahereodly uncertain. Changes i either the patentLaws o nterpreation of
the paten laws i the U.S. could increasethe uncetainties and coss. Recent patent reform legilation i the U.S. and other countrie, including the Leahy-Smith America lnvents Act (“Leahy-Smith
‘Act) signed into law on September 16, 2011, could increase those uncerainties and costs surTounding the prosecution of our patent applictions and the enforcement or defense of ut issued patents.
‘The Leshy-Smith Act includes a number ofsignificant changes to U.S. patent aw. These include provisions tht affect the way patent applications re prosecuted, redefine prior at and provide more
effcient and cost-ffective avenues for competitors o challenge the validiy of patents. Thes include allowing thid-pary submission of prior ar o the USPTO during paten prosecution and
‘additional procedures to stack the validity o a patent by USPTO adiministered post-grant proceedings, incluing post-grant review, nte partes review, and derivation proceedings. After March 2013,
‘under the Leahy-Senith Act,the U:S. ransitioned t 2 s inventor 1 fle system in which, assuming tht the other stautory requirements are met, he fist inventor 10 file a patent applicaton will e
entied 10 the patent on an invention egardless of whether a thid party was th firs 0 nvent th claimed invention. However, the Leahy-Smith Act and is implementation could ncresse the.
‘uncertainties and costs surrounding the prosecution of our paent applications and the enforcemen or defense of our issued patents, all of which could have a material adverse efect 00 our business,
fimancial condition, reslt of operations and prospecs.

‘The U.S. Supreme Court has ruled on several patent cases in recent year, either nammowing the scope of ptent potection available in cetain circumstances or weakening the righs of
patent owners i cerain situations. Depending on futue octions by the U.S. Congress,the U.S. courts, the USPTO and the reevant Law-making bodies i other countries, te laws and regulations
‘govering patens could change in unpredictable ways that would weaken our bilty o obain new patentsor 0 enforce our exising patents an patents tha we might obtan inth future.

‘The UsS. federal goverment retans certain rights in inventions produced with i financial assistance under the Bayh-Dole Act. The federal government retans a nonexclusive,
‘nontransferabl, imevocable, aid-up license fo ts own benefi. The Bayh-Dole At lso provides federal agencies with “marchvin rights”. Marchin righs allow the goverment, in specified
circumsiances, t requie the contractoror successors i fiteto the patnt 0 grant a nonexclusive, parially exclusive, o exclusive license t0 responsible applicant or pplicant. I the patent owner
refuses 0 4o s, the government may grant the license isef. I, in the fture, we co-own orlicense i technology that s crtical 1o our business that is developed in whole o in artwith federa funds.
Subject tothe Bayh-Dole Ac, our ability o enforce or therwise explot patents covering such technology may be adversely affected.

We may notbe able 0 protect our ntellecual property ighs throughou the world.

Patents are of national or regional effec, and flin. prosecuting and defending patents on al of our product candidates throughoutthe world would be prohibitively expensive, and the
1aws of foreign countries may not protect our ights (0 the same extentasthe aws of the U.S. A such, we may ot be abe t prevent third partes from practicing our inventions n ll countries
outside the US.,or from seling o importing products made using our inventions i and ino the U.S. or oher jurisdictions. Further, he legalsystems of cetan countrie, particularly cerain
developing countres, do ot avor the enforcement of patents, rade secrts and other intelectual property protection, particularly those elating to pharmaceicalsor biologics, which could make it
iffcut for s t s0p the infringement of our paents or marketing of competing products in violation of ou proprietary ights generaly. In additio, cerain jurisdictions do ot protect 10 the same
exten or a allinventions that constitute new methods oftreatment. As such, we may not be able 0 prevent third partie, from practicing our inventions inall counries outside the U.S., o from sellng.
o importing products made using our inventions in and o the US. or cher jursdictions. Purthermore, cerain foreign and developing couniris,incluing China and India, have compulsory
Iicensing laws under which a patent owner may be compelle 0 grant icenses 0 third pates. I those couniris, we and our licensors may have limited remedies i patens are nfringed or if we or
our licensors are compelle 0 grant a licens t0a third prty. which could materaly diminish the value of those paents. This could limit our poential revenue opportunites. Accordingly, our effots
0 enforce our ntellectual propery ights around the workd may be inadequate to obain asignficant commercial advartage from the intllectual property that we develop o license.

We may rely on trade secret and proprietary know how which can be diffcult 0 race and enforce, and if we are unable 0 protect the confidentialiy of our trade secres,our business and
‘compeitive position would be harmed.

In addition 0 seeking patents forsome of our technology and product candidates, we may also rely on trde secres,including unpatented know-how, echnology and other poprietary
information, t maintain o competitive positon. Elements

7





image76.png
of our product candidate, incluing processes for thei preparation and manufacture, may involve proprictary know-how, nformation,or technology that i not covered by patents, and thus for these
‘aspects we may consider trade secrets and know-how t0 be our primary intellectual property. Any disclosure, iche itentional o unintentonal, by our employees, the employees of tird parties wth
‘whom we share ourfaciltesor thid party consultants and venors hat we engage to perform research, linical rals o manfacturing actvities, o misappropration by third artes (such as through
a cybersecurity breach) of our trade secrets or proprietay information could enable competiors t0 duplicate orsurpass our technological achievemens, thus eroding our competitive positon in our
market.

‘Trade secres and knaw-how can be difficult 1o rotec. We require our employees © entr into written employment agreemens conaining provisions of confidentiaity and obligations
assign 1 us any inventions generated in the course ofthei employment. We furthr seek 0 protect our potenia rade secrts, proprietary know-how, and information n part, by entering ino non-
disclosure and confidentialiy agreements with partes who are given access @ them, such as our corparate collaborators,outside scienifc colaborators, contract esearch organizations, oniract
‘manafacturers, consuiants, advisors and ocher thi partes. Wih our consultants,contractos, and outside scentific collaborators, thes agreemens typically include lnvention assignmen
‘While it s our policy 10 reguire our employees and contractors who may be involved in the conception or development of intellectual property 0 execute agreements assigaing such intllectsal
property 1o us, we may be unsuccessful inexecwing an enforcesble agreemen with each party who i fact conceivesor develops inellectual property that we regard as our own. Despite these effors,
our assignment agreemens may notbe sef-executing and any o these parties may breach the agseements and disclose our proprietary nformation, ncluding our rade secres, and we may not be able
0 obain adequate remediesfor such breaches. Enforcing a caim that a party lleglly disclosed or misappropriate  trade secrt i dificult, expensive and time-consuming, and the outcome is
unpredictable 1 we £il i bringing or defending any such claims, in adkition to paying monetary damages, we may lose valusble intellectusl property rights. Such an utcome could mterialy, and.
‘adversel affect our business, financial condliion,results of operations, and growth prospects. Even f we are uccessful in defending against such claims,ltgation couldresult in substantialcosts and
disiraction to management and other employees. The asigament isks of this paragraph could als pertain 10 any intellectual property licensed-n to us. In addition. some cours inside and ouisde the
US. are lss willng or unwilling o protect tade secres. I any of or rade secres were t0 be lawully obiained or independently developed by a compeior orother third party, we would have no
Fight 0 prevent them from using that technology or information 1o compete with us. f any of our trade secrets were 0 be disclosed t0 o ndependently developed by a compedtoror other third party.
our competiive position would be harmed.

We may be subject 0 claims that our employees, consultans orindependent contractors have wrongfully used or disclosed confidential information of third pares.

‘We employ individuas who wer peviously employedat ohe biotechnology or iopharmaceticalcompanie,or a reseaech nsiaion. Alhough we seek 1 protect our ownershp of
inelecual poperty rights by enuring tat ou agreements with ouremployees, colaborotos,an ather tird partes with whor we do buioes nclde provision equiin such arics 0 2
ights in ventons t0us, we may be sbject 0 cams tht we or our employes, consaant o independent contacorshave inadvertenly o oberwise used ot disclosed confdenial information of
our employees’ foumer employers o othr thirdpares, W o our icensorsmay ol be subject o clai ha formeremployers or other i pae havean ownershipitere:. inour paencs.
Liigaton may be necesary o defend againtthese clims. Thereis no garantee of succes n efendin tese clais, and i we o our licersors il ndefening any sch clams nadition o
paying monetary damages, we may lose valuableitelectua propety rights, such a excusive nership of, o ight 10 us, valuabl incllectual popert. Evenif we ar succesful,iigaton could
result n substantialcostan e a distaction o our managerment and other cployees.

Intellecual property rights do not ecessarily address al potental threats 0 our competitive advaniage.

“The degree of fure protection afforded by our ntellectual propertyrights s uncertin because intelectual property rights have limitations, and may not adequately protect our business
o permit us to maintain our compettive advantage. For example:

~ others may be able to make product candidatesthat ar simila 1o ours but that are no covered by the claims of the paenss that we own or have exclusively licensed;

« we or ourlicensors o future collaborators might not bave been th first o make the inverndons covered by the issued patent or pending patent applicaion that we own or have.
exclusively licensed;

~ we or our licensors orfuture collaborators might not have been th frst 10 fle patent applications covering ceran of our inventions;
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* others may independently develop similr or ermative technologies or duplicate any of our technologies without infringing our intelectual property rights:
~ it possible tha our pending patent applications will no lead 10 issued patents;
« issued patents that we own or have exclusively licensed may be held invald or unenforceable, s 2 result oflegal challenges by our competiors;

~ our compeditors might conduct reearch and development actviiesin counties where we do not have paten rights and then us the information leamed from such activites 0 develop.
‘compesitive products for sale in our major commercial markets;

~ we cannot ensurethat any of our ptents, o any of our pending patent applications, fissued, o those of ur licensors,willincude clams having a scope suffcient 0 protect our
product candidates;

+ we cannox ensur tha any patentsissued 1 us o our licensors will provide  basis for an exclusive market for our commercially viable product candidates or will provide s with any.
competitive adantages:

« the Supreme Courtof the ULS., other UsS. federal courts, Congres, the USPTO or similar foreign authoriies may change the standards o patentablic and any such changes could
narmow or invalidat, o change thescope of, ur or our icensors” patents;

~ patent terms may be inadequate to potect our competive position on our product candidates for an adequate amount of time;
+ we cannot ensur tha our commercial actvitiesor product candidates willpo nfringe upon the patents of cbers;
- we cannot ensure that we will be able o successfully commerciaize our product candidates on asubstandial scal, if approved, before th relevant patens that we own o license expire;
« we may choose not o il a patent in oder to maintain certan trade secretsor know-how, and a third pary may subsequently file a ptent covering such inellectual property;
~ we may not develop additional proprietary technologies tha ae 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 o our product candidates and preclinical programs for n adequate amount o time.

Patent rights are of limited duraton. In the U.S. i all maintenance fees ae timely pad, the narural expiration of  patent s generally 20 years from isearlies U.S. non-provisional filing
date. Various extensions may be available, but the lfe of a paent, and he protecion i affords, i imited. A patent term extension based on regulatory delay may be available in the U.S. However,
nly 3 single patentcan be extended for each marketing approval, and any patent can be extended only once, for 3 single procuc. Moreover, he scope of protection i the perid of the patent
term extension does not extend to the fll cope of the claim, but instead only o the scope of the product 2 proved. Lavws governing analogous patent term extensions i foreign urisdictions vary.
widely,as do Lws governing the abiliy 0 obtain muliple patents from a single patent amil. Given the amount o time required for the development, teting and regulatory review of new product
‘candidate, patens protecting such candidates might expire before or shorly afer such product candidates e commercalized. Even if patents covering our product candidates ae obiained, once the
patent lfe has expired for a product, we may be open to competiton from biosimilr or generic products. Additonally, we may not receive an extension if we fal 0 apply within applicable deadiines,
fail 10 aply prior to expiration of relevant patents or therwise fail tosatisy applicable requirements. f we are unable 0 obtain patent erm extension o restoraton, o the term of any such extension
s les than we reques, the priod duing which we will have he right o exclusively market ou product will be shoriened and our compedtors may obiain approval of competing products fllowing,
ourpatent expiation, and our revenue could be reduced, possibly materilly.

Risks Related to Government Regulation
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Our industryis highly regulate by the FDA and comparable foreign regulatory agencies. We must comply with extensive, sricly enforced regulatory requirements 1o develop, biain, and
maintain marketing approval for any of our product candidates.

Any product candidates we develop and the activities associated with their development and commercialization, including their design, testing, manufacture, safety, efficacy,
‘recondkeeping, Iabeling, siorage, approval, advertising, procnotion, sale, and distbtion are very heavily regulated. We have not received approval to market any prodhact candidates from regulatory
‘aabories i any jursdicton. We have only imited expeience n iling nd supporting he 3pphcaion necesary 1 gin marketng 3ppravls and expect 1 ey o i paty oniac research
organiztions 0 assist us n this process. Securing FDA or comparabe foreig regulatory 3pprovalsuch as a marketing authorization from the European Commision o the competent autharites of
e indiidual EU Member Stte, requires the submission o exensive prechinica and clinicaldat and supporin informtio fo sch herapeutc nication t esabsh th 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 il may be delayed, hlted,no authorized, o appraval of anyofourprocucs ey be delayed or may ot b obained due 0 any f th fllowing:

« any preclinical study or cliical il may fail 1o roduce safety and effcacy results satisfacory t the FDA or comparable foreign regulatory authorites;
+ prechnical and clinical data can be inerpreted in ifferent ways, which could delay, limit or prevent marketing approval;

« negative orinconclusive resulsfrom a peclinical study or clinical il o adverse events during clinicalwial could cause a preclinical study or clincal il o b repeated o 3
development program to b terminated, even if other stdies o rals relating (0 the development program are onging or have been completed and were successful;

+ the FDA or comparable foreiga regalatory authorties can place a clinical hold on  rial f, among other reasons, i finds that subjects envolld in the rialare or would be exposed to 3a
unreasonable and significant risk of illnes o injory;

+ the faciltesthat we uilize, o the processes or facilities o third-party vendors,incluing without limitatio the controct manufacturers who will be manufactuing drug substance and
drug produc for us o any potenial callaborators, may ot satisactorly complte inspections by the FDA o comparable foreig regulatory authorties; and

« we may encounter elays orrejections based on changes in FDA regulations, standards o policiesor the regultions,standards or policies of comparable foreign regulatory authoriies
doring the period in which we develop a product candidate o the period required for review of any fnal marketing approval before we are abl to market any product candidate.

In addiion.information generated during the clinical rial process is susceptibl to varying interpretations tha could delay imit o prevent marketing approvalat any stage o the
approval process.

‘Moseover,early posiive precinical o clinicaltia resales may notbe repicatedinlater clinical wals. As more product candidates within  paricular class of drugs proceed through
clinical development 0 regulatory review and approva, the amount and type of clinica data that may be required by regulatory authorites may increase o change. Failue to demonstrate adequtely.
the qualit, safety an efficacy of any of our product candidates would delay or prevent marketng approval of th applicable product candidate. We canotassure you tha i cinicaltrias are
‘completed,either we or ur potental collaborators will submit applications for required auhorizatons to manufacture or market ptential products o that any such applicaton will be reviewed and
‘approved by appropriate rogulatory authorities i a imely manner,if tall. Changes in marketing approval policies during the development period, changes n o the enactment of aditional statues
o regultions,or changes in regulatoey review for each submitted product applcation, may cause delays i the approval o rejection of n applicaion.
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‘Changes in healthcare law and implementing regulations, s well as changes in healthcare policy, may impact our busines in ways that we cannot currently predict, and may have a significant
adverse ffect on our business and results of operations.

1 the . and some freig ursdicons,there have bee, and coninu t be,severa egsaive and regulatoy changes and propesed changes regaring the healthcresysiem that could
prevent or delay marketing approval of product candidates, restrict or regulate post-approval activities, impact pricing and reimbursement and affect our ability to profitably sell any product
‘candidates for which we obtain marketing approval. 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
Sgpificant interest i promting hanges n beslhcare ysiems it hesaed goalsof contaiing helthcarecoss, mproving qualiy o expanding scces. I the U.S. the pharmceutical
industy ha been a partculr focu o thes ffot an has been sigificatly ffcted by o legisltve nitatves.

‘The Affordable Care Act substantally changed the way healthcare i financed by both the goverment and private insurers, and signficandly impacts the U.S. pharmaceutical indusiry.
‘The Affordable Care Act, among other things: (1) introduced 2 new average manufacturer price defintion for drugs and biologics that ae inhaled, infused, insilled, implanted or injected and not
‘generaly dispensed through reail community pharmacies: (i) increased the minimum Medicad rebates owed by manufacturers under the Medicad Drug Rebate Program and expanded rbate.
labiliy from fee-for-service Medicaid ilization o incad the ilization of Medicaid managed care organizations as well (i) established a branded prescription crug fe that pharmaceutical
‘manufacturers of branded prescription drugs mus: pay o the federal government; (v) expanded the lst of covered entites eligible (€ participate inthe 3408 drug pricing program; (v) estabished 2
new Medicare Part D coverage gap discount program, in which manufacturers must gree o offe 70% (ncreased from 50% in 2019) poiai-of-sal discounts off negotated prices of applicable brand
rugs o eligible beneficaris during their coverage gap period, a a conditon fo the manufacturer’s outpatient drugs 1 be covered under Medicare Part D (which, under the IRA. wil be replaced by
2 new manufacturer discount program siarting in 2025): (vi) expanded eligbilt critriafor Medicaid programs by, among other things,allowing states o offer Medicaid coverage to additional
individuals and by adding new mandatory eligibilty categorie fo individuals with income at o below 133% of th federal poverty leve, thereby potentially increasing manufacturers’ Medicaid
rebatelabiliy; (vi) created a licensure framework for follow on biologic produces and (i) established a Center for Medicare & Medicsi Innovation, CMMI,at the CMS 10 test innovative
payment and service delivery models 10 lower Medicare and Medicad spending, potetially including prescripton drug spending.

Since its enactment, thee have been judicial challenges t cerain aspects ofthe Affordable Care Act, s wellas effors by Congress to maxify, and agencies o alte the implementation
of, cerain aspects o the Affordable Care Act. For example, Congress eliminated, sarting January 1, 2019, the tax penalty fo not complying with the Affordable Care Act’s individual mandate to
carry healh insurance Congress eliminated, staring January 1, 2015, the tax penalty for not complying with the Affordable Care Act'sindividual mandae to carry healh insurance. Furber, the
‘Bipartisan Budget Act of 2018, among other things, amended the Affordable Care Act,effective January 1, 2015, (0 increase rom 50 percent 0 70 percent the poin-of-sle discount that i owed by
phamaceutical manufacturers who paricipate in Medicare Part D 10 close the coverage gap in most Medicare drug plans, commoly referted 0 as the “donut hole n the fuure, Congress may
‘considerother legislation to moxify elementsof the Affordable Care Act o oher healthcare reform measures, agencies may further aler their implementation of elements of the Affordable Care Act
o other such measures, and other udicia challenges to elementsof the Affordable Care Act or other such measures may be brought. The extent to which any such changes may impact our business.
o financial condition s uncertain.

s possible that the ACA, as curently enacted or may be amended in th future, as wel s othr healthcare reform measuresincluding those that may be adopted in the fuure, may reslt
i more rigorous coverage critera, and less favorable payment methodologjes, o other downward pressure on caverage and paymen and the price ha we receive for any approved product. Any
reduction inreimbursement orresiriction on coverage under Medicare o ather goverment programs may result in asimila reduction o restiction by privte payers.

‘Other legislative changs have been proposed and adoped since the Affordable Care Act was enacted. These changes include aggregate reductions to Medicare payments t providers of
9p 0.2% per fiscal year pursuant 0 the Budget Control Actof 2011 and subsequent aws, which went inco effect 00 April 1, 2013. Subsequent legisation extended the 2% reduction, generaly to
2031 Sequestration s cusrendly set at 2% and willincrease 10 2 25% fo the firt alfof fiscal e 2030, 10.3% fo the second Balfof fscal year 2030, an 10 4% for the remainder of the
‘Sequestration peiod that st through the firs six monthsof fiscal year 2031 ATRA among other things, alo reduced Medicare payments 0 several types of providers, including hospial, imaging
centers and cancer reatment centers, and increased th statute of imitaions period for the government 0 recover overpayments (0 providersfrom three o ive years. New Laws may result in
‘addiiona reductions in Medicare and other healthcare funding. which may materially adversely affect customer demand and affordability for our products and reated sevices and, accordingly, the
resuls of our financial perations. Additional changes that may affect our
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busines include the expansion of new programs such as Medicare payment for performance intatves for physicians under the Medicare Access and CHIP Reauthorization Actof 2015 (‘MACRA®)
‘ehich first afected physician payment in 2015, I is unclear how the introduction ofthe Medicar ualicy payment program will impact our business.

“The IRA introduces severalchanges to the Medicare Part D benefi, incucing a limit on annual out-of-pocket costs and a change in manufacturer lsbilty under the program which could
‘negatvely affectthe profitabilty of our product candidates. The IRA sunsets the current Pat D coverage gap discount program sarting in 2025 and replaces it with a new manfacturer discount
program. Failure 0 pay a discount under this new program wil be subject 102 civil monetary penaly. In addition, the IRA establishes 2 Medicare Pat B nflaion rebate scheme effctive January
2023 and a Medicare Part D infltion rebte schemme efective October 2022, under which, generaly speaking, manufacturers will owe rebates i the price of 2 Part B or Part D drug increases faster
than the paceof inflation. Failue t timely pay a Part B or D infation rebate i subject 10 a civil moneary penahy. The IRA also creates 2 drug price negotiation program nder which th prices for
Medicare units of cerain high Medicare spend drugs and biologicals wihout generic or biosimilar compeition will be capped by rference (0, among other things,a specified non-federal average
‘manufacturer price sarting in 2026. Failure to comply with requirements under the drug price negotiation program i subjec 0 an excise tax and/or  civil monetary penaly. Thi or any other
legisiative change could impact the market conditions fo our producs.

‘There has been heightened govermental scrutiny over the manner in which drug manufacturerssetprices for their marketed products, which have reslted in several Congressional
incuiies and proposed bills and niiatives, as well a sate effort, desgned to, among otherthings,bring more ransparency fo product pricing, review the relationship between pricing and
‘manufacturer patient programs, an reform government program reimbursement methodologies for drug producs. Individual states in the U.S. have become increasingly active in pasing legislation
and mplementing regulations designed 1o control pharmaceatical and biological product pricing, incluing prie or ptien reibursemment constaint, discount, esirictions on cetai product access
‘and marketing cost disclosure and transparency measures.

‘We expect that these and other healthcare reform measures i the future, may resut in more rigorous coverage criteria and lower reimbursement, and in additional downward pressure on
the price that we receive for any approved product. Any reducton in reimbursement from Medicare o other government-funded programs may result n asiilar reduction in payments from private
payers. The implementation o cost containment measures or other healthcare reforms may hinder us n generating revenue, aiaining profitability or commercializing our drugs, once marketing.
approval is obained.

Inthe European Union, coverage and reimbursementstaus of any product candidates for which we obtan regulatory approval are provided fo by the national aws of EU Member Sates.
“The requirements may differ acros the EU Member States. In markets outide ofthe U.S. an the European Uion, reimbursement and heathcare paymen systems vary igaificanly by county, and
‘many countries have instiuted price cilings on specific poducts and therapies. Also, t nationa level, actions have been taken to enact ransparency laws regarding payments between
phamaceutical companies and bealth care professionals.

‘We cansot predict thelikelihood, nature or extent of goverment regulaion that may arise from futurelegilaton or adminisraive action i the Uz the European Uion or any other
Jurisdiction. 1 we or any third partes we may engage are slow or unable t adapt 0 changes in existing requirements of the adoption of new requiremens or policies,orif we o such tird parties are
ot able to maintain egultory compliance, our poduct candidates may lose any regalatory approva that may have been obtained and we may not achieve or sustain profitabilty.

Our employees, independent contractors, clinical rialinvestigators, CROS, consaltants, venors and any potential commercial partners may engoge in misconductor other improper activities,
including non-compliance with regulatory standards and requirements and insider troding.

‘We are exposed o the isk of fraud o oher misconduct by our employees,clinical ial investigators, CROS, consulanés, vendors e any potential commercial parters. Misconduct by
these parties could inclue ntentional,reckless anor egligent conduct or disclosure of unauthorized acivities o us that violaes: §) FDA Laws and regulations o those of comparable foreign
ey storiies, o o s ot e e o of s, compete s e o, () mamdactrio s, (1 el st bkt st privacy sy
fraud and abuse, government price reporting, ransparency reportng requiremens, and oher healthcare ws and regulatons i the U.S. and abroad or (f) laws that requirethe true, complete and
‘accurate reportng of financial information or daa. Specifcaly, sles, marketing and business arrangements n the healthcare industry ae subject 1o extensive Laws and regulations intended o prevent
fraud, misconduct, ickbacks, sel-dealing and other abusive practice. These laws and regulaions may restric o prohibi a wide range of pricing, discounting, marketing and promation, sales
‘commission, customer incentive programs and other business arrangements. Activites subject o these laws could als nvolve the improper use or misrepresentation of nformation obtained i the
‘course of cliical tials, creation o fraudulent data i preclinical sudies o clinical rials o llegal misappropriation of
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drug product, which coud esut i egulatory sanctions and cause serious harm o ou eputation. I is ot always pssibe o idenify and determiscondoct by employees an other third partes, and
e pecautons we take o deec and prevent i activity may not b efective n controlng unknowor nmansged ks o losss o in prosecin us from governmental nvesgations or otber
‘actions or lawsaits 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
12O, 2 well 3. disclosare program and e pplicable policies an procedaures, bt ot aways pasible 0 denty and dteremployee miscondoct, and the precauions we ake to detect and
prevent his aciity may ok be effectiv i conrllng nknwn o unmanaged ks rJosses o in pecting s from govermertal (ovesigons o ibr actons o st Semanin, o 3
Talure 1o comply with thee s o egultions. Acditonaly, we s subject 10 e rsk tht a personor government couldalleg suh fraud o other misconduct even if none occurted. I any sch
‘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
Sanificatcvil, criminal and adminisativ penalie, damages, monecary fines, disgorgements posible exclsio from particpaton n Medicare, Medicaid,ober U.S.federa healibcare proggams
‘or healthcare programs in other jurisdictions, integrity oversight and reporting obligations to resolve allegations of non-compliance, individual imprisonment, other sanctions, contractual damages,
eputaiona bam,dimiished pofes and fture eamings,and curalment of our operatons.

1 we fail to comply with environmental, health and safery ws and regulations,we could become subject o fines or penalties or incur coss that could have a mterial adverse effect on the
success of our business.

‘We, and the hird parties with whom we share our faclies, ar subject o numerous environmental, health and safety aws and egulations,including those governing laboratory
procedures and the handling, se, storag, treatment and disposal of hazardous materals and wastes. Each of our operations involvethe use o hazardous and flammable maerials,including.
chemicals an biological and radioactive materials. Each of our operations alo produce hazardous waste producs. We generally contact wit tird parties fo th disposal o these materias and
wasts. We cannor eliminate the risk of contamination o injury from these materials. We could be held izbl for any resuling damages inthe event of contamination orinjury resuling from the use:
of hazardous materals by us or thethird parties with whom we shareour facilties, and any lisbilty could exceed our esources. We als could incur significant coss associated with civilor criinal
fines and penaltes.

Although we maintain genera iabilcy insurance s wel as workers" compensation insurance 1o cove us for costs and expenses we may incus due to injuries 0 our employees resuling
from the use of hazardous materials, his insurance may not provide adequa coverage against poential labiltes. We do not maintain insurance for environmental iabilty or @xic tor claims that
‘may be asserted against s in connection with our storage or disposal of biological, hazardous or adicactive materials.

In addition, we may incur substantal ost in order 10 omply with current orfuture environmentl,health and safety laws and regulaions. These current or future aws and regalations
may impaic us research and development._ Failure 10 comply with these Laws an regulations lso may result in substantial fnes, penltis o other sanctions.

Further, with respec o the operations of our current and any future third-pary contract manufacturers, i is possible tht if thy fail (0 operate in compliance with applicable
environmenta, bealth an safety laws and regulations or properly dispose of wastes associated with our products, we could be held lable for any resuling dammages, sufer reputational harm o
experience a dissuption in the manufacture and supply of our product candidates o products.In addition, ou supply chain may be adversely mpacte if any of our third-party contract manufacturers.
become subject o injunctions or other sanctions s a result of thei non-compliance with environmental, health and safey Laws and regulations. For example, we source our API for TP-03, lotlaner,
from Elanco, who sources through a single source supplier. If such manufacturers become subject t such injunctions o sanctions due 0 noo-compliance, it could delay, prevent o impai our
evelopment or commercializaton effort, which could have an adverse effect on our business.

We will be subject 0 federa, state and foreign healdhcare and abuse s and s claimslaws, a wel asinformotio privacy and securiy s andregultions. 1 we re unable o comply,or
e ot fully complied withsuch kws, we could foce substanil pnalies,criminal sanctions, ontoctual damages, reputaional harm, and diminshed profs nd future carnings.

ECPs and thirc-paty payers willplay a primary rol i the recommenation and prescrption of any future poduct candidates we may develop and any product candidates for which we.
obain marketing appraval. Our arangenents with ECPS, patient,third-party payers and customers may expase us 1o bosdly applicable fraud and abuse and oher healthcare lows and regulations.
that may affectour business or fnancial rrangements and relationships through which we would market, sll and disrbute our products. As a biopharmaceutical company, federal and sate
ealthcare Laws and regulations pertainng 0 fraud and abuse are appicable 0 our business and may affect our abilty 1 operate. These laws are further described i th section tled “Business -
‘Government Regulation - Other Regulatory Mattes.”
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‘We have entered o consuliing and scientifc advisory board arangements with physicians and other ECPs,including some who could influence the use of our product candidates, if
‘approved. Because o the complex and ar-reaching nature of these laws, egulatory agencies may view these ransaction 2 prohibied arrangements tha mustbe restructured, or discontinued, o for
‘ehich we could be subject 0 othr significant penlties. We could be adversely affected i regulatory agenciesinterpret ou financial relationships with providers who may influence the ordering of
‘and use our product candidate, if pproved, o be in violation of applicable Laws.

“The scope and enforcement of each of these laws is uncertan and sbiect o apid change i the cusrent environment of healthcare reform. Various state and federal regltory and
enforcement agencies continue actively 10 investigate violations of heaith care Laws and regultions, and the U.S. Congress continues t sirengthen th arsenal of enforcement 0ol. Responding 1o
investigations can b time-and resource-consuming and can divert management’s aiention from the business. Any such investgation o setlement could ncrease our coss o otherwise have an
‘adverse effect o our business.

Efforts 10 ensure tha our collaborations or business arangements wih tird partis, and our business generally, comply with applcable healthcare Lws and regulaons will ikely be.
costly. It is posibl that governmental authorities will conciude tht our business practices may not comply with current or future sttuts, egulations o case aw involving appiicabl froud and sbuse
o oher healthcare laws and regulations. 1f ur operations are found tobe i violation of any of these laws or any other curtent or future governmenta laws and regulations that may apply 1o us, we
‘may be subject to sigrificantcivil, criminal and admiristrative penalie, damages fines,disgorgement, individual imprisonment, exclusion from government unded healthcare programs, such as
Medicare and Medicaid, contractual damages, reputational harm, diminished profts and future eamings, additional reporting oblgations and oversight if we become subject 10.3 Corporate integrity
agreement or oxher agreement 0 resolve allegations of non-compliance withthese Laws, and the curailment o restructuring of our operaions, any of which could substanialy disrupt our operations.

Inadequate funding for the FDA and other government agencies could hinder their abilityto hire and retain key leadership and other personnel, prevent new products and servicesfrom being
developed or commercialzed i timely manner o otherswise prevent those agenciesfrom performing normal business funcions on which the operation of our business may rel, which could
negativel impact our business.

“The abilt of the FDA to review and approve new products can be affected by a variety of factors, incluing government budget and funding levels, abilty tohire and retain key
personnel and accept the paymentof user fee, and stattory,regulatoy, an polcy changes. Average review times st the agency have fluctuated n recent years 2 a esult. In addition, government
funding of the SEC and other government agencies on which our operations may rey,including those tha fund research and development acivties, s subject o he poltical process, which is
inberently luid and unprediciabl.

Disruptions at the FDA and osher agencies may also slow thetime necessary for new productsto be reviewed and/or approved by necessary government agencies, which would adversely.
affect our business. 1 a polonged government shutdown occurs, t could sgnificantly rspact the abilty of the FDA to tmely reviess and process our regulatory submissions, which could have a
‘material adverse effect on our business. Purther, i our operations as a public company, fuure government shutdowns could impact our abiliy 1 access the public markets and obain necessary
‘captal n order to properly capitalize and continue our operations.

We are subject o cerain U.S. and foreign anti-corruption, anti-money laundering, export control, sanctions, and other trade lows and regulations. We can fac serious consequences for
violatons.

.. and foreign ani-corruption, ant-money laundering, export control, sanctions, and other trade laws and regultions, which we collectivey refe 1 as Trade Laws, prohibit, among
oxber things, companies an theiseraployees, agent, clinical research organizations, legal counsel, accouniant, consultans, contractors, and ober partnes from authorizing, promising, offering,
providing, solciing, o receiving direcly or indiecty, corrupt o Improper payments or anything else o value o orfrom rcipients i the public or privat sector. Violations of Trade Laws can result
in substantial criminal fnes and civil penaltes, imprisonmen, the oss of rade privileges, debarment, ax reassessments,breach of contractand fraud litigation, reputatonal harm, and ocber
‘consequences. We have direct or indiret interactons with oficals and employees of goverment agencies or goverment-afiiaed hospitas, niversitis, and ther organizations. We also expect our
‘20n-U.S. activitiestoincrease over time. We expect o rely o thid partiesfor research,preclinical stuies, and clnica rials and/ 0 obtain necessary permits,licenses, patent registrtions, and.
other marketing approvals. We can be held lible for the corrupt or oher illgl activites of ur personnel, agens, or partners, even if we do ot explicilly authorize or have prior knawledge of such
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Evenif we receive marketing approval for a product candidate, we wl b subject to ongoing reulatory obligations and contined regulatory review, which may result i significant additonal
‘expense and subject us o restrictions, withdrawal from the market, or penaltis if we fail to comply with applicable regulatory requirements o if we experience unanticipated problems with our
product candidates, when and if approved.

‘Obaining coverage and reimbursement approval for a productfrom a government or sher thid-pary payer s  time-consuming and cosly process that could require us o provide.
‘supporting sientfic,cinical and costeffectiveness data forthe use of our products o the payer. There may be sigaificant delays i obiaining such coverage and reimbarsement fo newly approved
products, and coverage may be more imited than the purposes for which the prodct i approved by the FDA or comparable foreign eglatory authorities. Moreover, ligibility for coverage and
reimbursement does not imply that  product will be paid fo i all case orat a rae tht covers our costs, incding research, development, intelectual property, manufacrure, sale and disrbution
expenses. Intere reimbursement levls for new prodict, if applicable, may a1so o be sufficient to cover our costs and may o be made permanent. Reimbursement rates may vary according o the.
‘s of the product and th clnical seing in which it s used, may be based on rembursement level aready et for ower cost rodiucts and may be incorporated ico exiting payments for other
Services. Net prices o products may b educed by mandatory discounts o ebates required by govemment healthcare programs or private payers, by any future aws limiting drug prices and by any
foture relaxation of Laws that presently retrct importsof product from countries where they may be sold at lower prices tha in the U.S.

There s significant uncerainty related (0 the insurance coverage and reimbursement of newly approved produces. Third-pary payers often rely upon Medicare coverage policy and
‘payment limitctions n setting reimbursement policies, but also have their own methods and approval pocess apart from Medicare coverage and reimbursement determinations.

Coverage and reimbursement by  thirdparty payer may depend upon & number of factors,including th third-party payer's determination that use of  product is:
* 2 covered benefit under s health plan:

+ s, effecive and medically necessary;

- appropriate for the specific patient;

* costeffective; and

+ neither experimental nor investigational.

‘We cannot be sure that reimbursement will be avilabl for any product that we commerciaize and, i coverage and reimbursement are avalable, whatthe level of rembursement wil be.
‘Obaining reimbursement for ur products may be paricularly dificult because ofthe higher prices often associted with branded therapeutics and therapeutics administered under the supervision of
a physician. Our inability o promply obtain coverage and adequte reimbursement ate from both government-funded and privae payers for any approved products that we develop could have a
‘maerial adverse effect on our operating resis, ou ability to raise capital needed to commercialze products and our overall financal condition.

Reimbursement may impact the demand for, and th price of, any productfor which we obtain marketing approval. Assuming we obtain coverage for a given product by a thid-pary
payer, the resulting reimbursement payment rtes may ot be adequate o may require co-payments that patients ind unacceptably high. Patients wh are prescribed medications for the treatment of
ther conditions, and their prescribing physicians, generaly ely on third-party payerstoreimburse al o part of th costs associate with those medications. Patients are ulikely (0 use our products
unlss coverage is provided and reimbursement 5 adequate to cover al or a significant portion of the cost of our products. Therefore, coverage and adequate reimbursement s crtial 0 new product
acceptance. Coverage decisions may depend upon clinical and econormic standards tha disfavor new products wher more established or lower cost therapeuic ltermatives are sready avalable or
Subsequendy become available.

‘We expet to experience pricing pressures in connection with the sale of any of ur prodct candidates due t0 the trend toward managed healihare, the increasing ifluence of health
‘maintenance organizations, and addiionallegitative changes. The dowaward pressure on healthcare cost in general, particulary prescription medicines, medical devices and surgical procedures and
other reatments, has become very intense. AS a el ncreasingly high barrers are being erected o the successful commerciazation of new products. Purther,the adoption and implementation of
‘any future governmenta cost containment o other bealthreform nitiaive may result in additonal downward pressure on th price that we may receive for any approved produc.
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‘Outside of the U.S.,many countriesrequire approval of the sale price of  product before it can be marketed and the pricing review period only begins afer marketing or product icensing.
approval is granted. To oban reimbursement or pricing approval in some of these counties, we may be required 0 conducta clinical tial that compares the cost-effectiveness of ur product
‘candidate (0 other available therapies. In some foreign markes, prescription pharmaceatical pricing remains subject o continuing governmenta control even afer inial approval is granted. As 3
result, we might obtain marketing approvalfor a productcandidat i a particulr country, but then be subjec o price regulatons tha delay our commercial launch of the product, possbly for engthy
‘ime periods, and negatively impoct th revenue, if any, we are abl to generae from the sale ofthe product n that country. Adverse pricing limitations may hinder our ability 0 recoup out invesiment
i one o more prodct candidates, even ifsuch product candidates obtan marketing approval.

Failure to comply with health and data protection laws and reulation could lead 0 government enforcement actions (which could include cvil o criminal penalies), significant fines private
liigation, and/or adverse publicity and could negatively affect our financial condition. operating resuts and busness.

‘We and any potental collaborators may be subject 0 federal, tat, and foreign data potection aws and regulaions (e, Laws and regultions that addressprivacy and data security). In
the U.S., numerous federal and state Laws and regalations, incloding federal health information privacy laws,state data breach noifcaton laws, state healh information pivacy Laws, and federal and
State consumer protection laws (e, Section 5 ofthe Federal Trade Commission Act (*FTC Act’),that govern the colecton, use, disclosure, and protection of healh-relted and other personal
information could apply to ou operations o the opertions of our collaborators. In addition, we may obiain healh informatio from third paries (including research institutions from which we obtain
linical ral data)that ae subject toprivacy and security requirements under HIPAA. Though we are no directly subjectto HIPAA information privacy and secuity provisions — otherthan with
respect 0 providing cerain employee benefis,depending on the facts and circumstances, we could be subject 1 crminal penaliesif we knowingly receive individually idenifiable health
information maincained by a HIPAA-covered entiy in a manner that s not authorized o permitted by HIPAA.

Furthermore, sates are constanly adopting new laws or amending exiiing laws, requiring atention o frequently changing regulatory requirements. For example, Caifornia bas enacted
the CCPA, which crated new transparency requirements, granted 10 California consumers (3 that e s broadly defined) sevral new rights witregard thir persona information, and placed
increased privacy and securiy obligtions on enites handling personal data of consumers o households. The CCPA requies covered companies 0 provide new disclosures © Califomia consumers,
‘an provides such consumers new ways 10 0t-out of cerain saleof personal information, and allowsfor 2 new cause of action fo cerain daa breaches. In addition,in November 2020, California
‘voters approved the CPRA which introduced sgificant amendments o the CCPA and established and funded the CPPA. The amendments introduced by the CPRA wentino effect on January 1,
2023, and new implementing regulations are expected 0 be ntroduced by the CPPA. Failue to omply with the CCPA may rest in, among other things, sgifican civil penalies and injunctive
reie, or potental satuory or actual damages. In addiion, Calforna resident have the right to bring a private right o acton in connection with ceraintypes of incidents. These claims may resul in
significant liabilit and potential damages. The CCPA could impact our business activiies depending on how it i interpreted and exemplifies the vulnerabilty of our businessto notonly cyber threats
but aso the evolving rgulatory environment rlate 0 personal data and protected health information. The CCPA may increase our compliance costs and potential lability, and siilarLaws have
been proposed a the federal lvel and have been proposed and enacted n other states.

‘The Federal Trade Commission (*FTC") lso sets expectations fo filng 1 take appropriate sieps to keep consumers" personalinformation secure, o faling to providea level of securicy
‘commensurate to promises made toindividual about the securcy of their ersonal iformation (such a5 in a privacy notice) may constitute unfai or deceptive act or practices i violation of Section
5(a) of the FTC Ac. The FTC expects 2 company's data security measures 0 b reasonable and appeopriate in light of the sensitiviy and volume of consumer nformation i hods,th size and
‘complexity of s business, and the cost o available tools o improve security and reduce vulnerabiliie. ndividually identifiable healthinformation is considered senitve data that meris stronger
safeguards. With respect 0 privacy, the FTC als setsexpecations that companies honor the privacy promises made to individuals about how the company handies consumers” personal information;
‘any falure o honor promises, such 2 the ttements made in privacy policy or on a website, may also constitte unfair o deceptive acts or practces in violation of the FTC Act. While we do not
itend to engag in unfar or deceptive acts or practces, the FTC has the power toenforce promises a i interprets them, an events that we canno fuly control,such as data reaches, may be result
i FTC enforcement. Enforcement by the FTC under the FTC Act can esult i civil penalies o enforcement actions.

‘Activities outside ofthe U.S. implicae local and national data protection sandards, impose additional compliance requirements and generte aditional riss of enforcement for non-
‘compliance. EU Member States and the United Kingdom (“UK"), a5 well a5 other jridictions where we may i the furure operat, have adoped data protection laws and regulations, which impase:
significant compliance obligations. For example, the EU General Data Protecton Regulation (“GDPR”) imposes:
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centain bligatons and estricions o the bty o collect,analyze and ansfr personal dt,includin 1 health-elated informstion from clinical wials, I partcula,hese abligaions and
restricions concernthe consent ofth idividuas o whom the personal data relte, the procesing details disclosd o the individual,the sharing of pesonal data withthird paries, the tansfer of
‘personal data out of the EU, contracting requirements (such as with clinical trial sites and vendors), and security breach/incident notifications. Failure to comply with the GDPR may result in
‘substantial fines (for the most serious breaches of up to EUR 20 million or 4% of the annual global revenue of a noncompliant company, whichever is greater) and other administrative penalties. The
'GDPR may increase our responsibility and liability in relation 1o 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 o odhe aplicable EL s and eglatios re ot sucessfl i could adversely ffect our business. Recent sy and eevaliation of legal mechanisns o llow for the ansier of
personal data rom the EEA, Switzerand,or UK 10 the U, may mpact our ity  tranfee personal daa o thervise sy Cuse s  ncur Sigificant cots t do o egaly. Alough her are
{egal mechanisns 0 allow fo the anses o pesonaldata from the EEA, Switzeriand,and the UK o the U.S,uncerainy about complance with EU dataprotection aws remsinsand data proection
naboriesfrom the difeent EU Membe St may ierpret the GDPR ifernly and gukdance on implemeniton ad compllance eactices ar afen upded or therwise evsed,which ads 0
e complxity of processng personal data i the European Union. Enforcement by EU nd UK regulatos i geerally active,an failr t comply with e GDPR o applcable Member SateiUK
Jocal law may et i subsantal fines, amongs: thr hings suchas ot equiin compliance wiinacerain tmelrame). Frther, the UK Goernmen may amend updte UK dota protection
law, which may result in changes to our business operations and potenially incur commercial cost.

Additonally, European/UK data protection Laws, incudig;the GDPR, generaly estrict the ransfer of personal dta from the EEA, incuding the EU, United Kingdom and Switzerland,
0 the U.S. and most other counties (except those deemed t be adeguate by the European Commission/UK Secretary of State as applicable) unlessthe parie 1 th transfer have implemented.
specific safeguards to protect the transferred personal data. While previously U.S. companies could rely on self-certificaion o the EU-U.S. and Swiss-US. Privacy Shield frameworks administered
by the U.S. Department of Commerce as one of these safeguards 0 legitimize ransfrs rom the EU and Switzeriand 0 the US, this has been invalidated by the Court of Justce of the European
‘Union (“CJEU?). The CJEU found tha the Sandard Contractual Clauses (*SCCS"),one ofthe primary safeguardsfor legiimizing daa transfers, were valid i principle, but placed obligations on the
parties entring ito them incuding 10 verfy whether an adequate levelof protection i provided in the recpient juisdiction, and whether aditional measures ae require 10 bring the level of
protection inline with EU standards. Following tis decision, the European Data Prosection Board ssued guidance on how organizations should approach intemational data ransfes of GDPR..
overed personal data, ncluing the supplemental measures companies can adopt t help protect againt overarching surveillanc outside of the EU. In June 2021, the European Commission adopted
 new setof SCCs aimed a enabling lawful transfers of personal data to non-adequate countries cutside the EEA, th deadline fo the adoption of which was the 27 December 2022. There ae also
recens development regarding data ranfers in the UK., which formally approved two mechanisms for transferring UK data overseas and that came into force on 21 March 2022: the Intermational
Data Transfer Agreement or the Inernational Data Transter Addendum to the SCCs. The UK Information Commissioner’s Office also fssued guidance on how to approsch undertaking risk
assessments fortansfers of UK data o non-adequte counties outside the UK.

A lack of vlid transfer mechanisms for GDPR-covered data could increase exposure o enforcement actions a described above, and may affect our business operations and require
‘commercialcost (including,potentiallylimiting ou abiliy o collaborate/work with ceain third paties and/or equiring a increase n our data processing capabiliies n the EU/UK). Furer,the
European'UK daa protection laws (incuding aws on data transecs 2 se out bove) may also be updated revised, accompanied by nev guidance andior judicalregalatory interpreations, which
‘ould enail further impacts on our compliance efforts and increased cost

Faifure to comply with U.. and interational daa protection laws and regulations could result in government enforcemment actions (which could include civilor criminal penaties),
significant fines, privae ligation, andor adverse publicity and could negatively affect our financial condition, operatig resuls and business. Moreover, linicalralsubjects about whom we or our
esenialcllborors obaininormaton, s wel s he providrs whosar thisinfrmaton with s may comrachallylit e iy o s thenformation.Clms ot we bave
violatedindividuals” privacy rights, aled to comply with data prosection aws,or breached our contractual bligatons, even f we are no found lible, could be expensive and
e 2 couk sl I Sivese publct 1 cous harr cu s, W Eaanck asareyo I our ey ssvice provids with acees 0 e o our cusmers, sopplles, ol patin”
and employees” personally identifiabe and other sensitve or confidental Information in relation 0 which we ae responsible will not breach contracual oblgations imposed by us, o that they will
‘o experience data securty breaches or attempt thereo, which could have a corresponding effect on our business, ncluding puting us i breach of our oblgations under privacy laws and
regulations and/or which could n cum adversely ffect our business,reslts of operatons and financial condition. We cannof assre you that our contractual messures and out own privacy and
security- elaed safeguards will protect s from the isks asociated with the third-party processing. sorage and transmision of such information. Furthermore, the laws are not consisent, and
‘compliance inthe event of a widespread data reach is costly.

o
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1f we are able to successfully commercialize any of our products and f we participate n the Medicaid Drug Rebate Program or other governmental pricing programs, failure t comply wth
‘oblgations under these programs could result n additional reimbursement requirements, penalies,sanciions and fines which could have a material adverse effect on our business,financial
condition, results o operations and growth prospects.

1 we successflly commercialze any of our product candidates, we may partcipat i the Medicaid Drug Rebate Program, the 3408 Program, and the VA'FSS program. More detals
about these programs are included i the sectio tled “Business - Governmen: Regulatoy - Coverage and Relmbursement”.

1 we fal 0 comply with any applicable obligations under governmenal pricing programs that we participate n, we could be subject 10 significant civil monedary penaltes, or ther
‘adverse consequences and those could negatively impact ou business,financial condition, resuls of operations and growth prospects.

Risks Related to Ovemership of our Commen Stack
The stock price of our common stock may be volatile or may decline regardless of our operating performance and you could lose all or part of your imvestment.
“The market price of our common stock may fluctuate signficantly i response o numerous factors, many of which are beyond our contol, including:
+ our failure 0 achieve product development or commercializaion goals o regulaory approval milestones n the timeframe we announce;
+ overll performance of the equity markess;
+ our operating performance and th performance of oher similar comparies;
+ resultsfrom our ongoing clinical trial and future clinicl trias with our curret and fture product candidates or of our competitors:
+ delays in the commencement, enrollment and the ukimate completion of cliical ials;

~ changes in our projeced operaing resltsthat we provide t the public,our ailure 1o meet these projections or changes i recommendations by securites analysts that elct to ollow
our common siock;

+ regulatory actions with espect 1o our product candidates;
+ regulatoryorlegaldevelopments inthe US. and oher countries;

* the level of expensesreltetofuture product candidates o liical development programs;

+ changes i hospital o ECP practices;

+ amnouncements of acquisiion,srtegi llancesor sgnificant agreemens by us or by our compettors:

+ developments or dispuses concerning patent applications, isued paents o ather nelectal ropery o propieary ights:
+ recruitment or departure of ey persomnel;

« the cconomy as.2 whole and market conditons n our industy, icluding conditons resuling from COVID-19;

~ variaions in our fnancialrsuls o thefinancal reslts of companiestha are perceived fobe smilar fo us:

+ financing or other corporate ransactons,orinabilty to bta additional funding:

« wading actviy by a limited nusmber of stockholders who together beneficially awn a majoriy of our outstanding common stock:
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+ the expiation of market sandoff or contractual lock-up agreements;
- the size of our market floa and.
« any other factorsdiscussed inthis report.

In addiion, the stock markets have experienced extreme price and volume fluctuatons tha have affected and continue to affect the market prices of equity securtes of many
biopharmaceutical companies. Stock prices of many biopharmaceutical companies have fluctuated in 2 manner unrelated or disproportonate o the operating performance of those companies. In the.
past, stockholders have filed securites class action ligation following periods of market volatlty. If we were © become ivolved in securitiesligaton, it could subjec us to substantia coss,divert
resources and the sttetion of mansgement from our business and adversely sffect our business.

If securides o indusry analyss do not publish research or publish inaccurate or unfavorable research about our business,our stock price and trading volume could decline.

“The trding market for our common stock will depend in part o th research and reporss that securties o industry analysts publish about us or ur business. f securiiesor ndusiry
‘analysts cease coverage of s, the rading price for our common stock would be negatively affected. If one of more of the analysts who cover us downgrade our common stock or publish inaccurate o
‘unfavorable research about our business, our common sock price would ikely decline. If one or more of these analysts cease coverage of us o fil to publish reports on us regularly, demand for our
‘common sock could decrease, which migh cause our common stock pice and rading volume to decline.

Weare an “emerging growth company and smalle reporting company " and we canno be certain if te reduced reporting requirements applicable 0 emerging growth companies will make
our common stock les atractive 0 investors.

‘We are an emerging growth company as defined in the Jumpstat our Business Strtups Act of 2012, as amended (ihe “JOBS Act”) and we intend 0 ake advantage of some of the.
‘exempions from reporting requirements that are applicabl to other public companies tha are not emerging growth companies, incluing:

+the option to present only two years of audited financialsatemens, i addition 0 any required unauited iterim financialsatements, with correspondingly reduced “Management's
Discussion and Analyss of Financial Condition and Resalts of Operations™ disclosure;

+ ot being requred to comply with the auditor attestation requirements of Secton 40:(b) of the Sarbanes Oxley Act of 2002, as amended (the “Sarbanes Oxley Act);

« ot being required to comply with any requirement that may be adopted by the Public Company Accounting Oversight Board regarding mandatory audit i roation o 2 supplemen to
the audior’s report providing dditional information about the audit and the financial statements;

ot being required to disclose ceiain execuive compensationelateitems such 2 the correlation berween executive compensation and performance and comparisons of the chief
‘execuive officers compensation to median employee compensation; and

“The JOBS Act permits an emerging growth company such as s, (0 take advantage of an extended transiion period 0 comply with new or revised accounting standards applcable 10
public companies. We have irevocably eleced t0 0pt outof this provision and, a5  reul, we will comply with new of revised accounting standards s required when they are adopted.

‘We canmot pedict if nvestors wil find our common stock les atractive because we willrely 0n these exemprions.If some investors find our common stock less atactive as.a resul,
there may be a e acive rading market for our common stock and our stock price may be more volatle. We may take advaniage of these reporting exemptions undl we are no longer 3 emerging

‘growth company. We will emain an emerging growth company undl the earler of (1) December 31, 2025, the last day ofthe fiscal year following the ith anniversary of the completion of our initial
public offering, () th last day of th fiscalyear (a)in which we have total anoual gss revenue o a least $1.235 billon or (b)in which we are deemed t be alarge accelerated fle, which means.

the market value of our common stock tha s hekd by non-afflites exceeds $700 million as of
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the prior June 30ch and (2) th date on which we have issued more than $1.0 billon n non-convertibl debt duringthe prior three-year period. We are also a smalle reporing company as defined in
the Exchange Act. e may continue to be a smaller reporting company even afer we are 0o longer a emerging growth company. We may take advaniage of certain ofthe scaled disclosures available
0 smaller reportng companies and will be able o ke advantage of thes scale disclosures for 5o long as our voting and non-vating common siock held by non-afliates i lessthan $250.0 million
measured on the last business day of our secon fiscal quarte,or our annual revenue s less than $100.0 millon during the mst recently completed fiscalyear and our voting and nos-votng common
stock held by non-ffilate i less than $700.0 millon measured on theLas business day of ur second fiscal quarter.

Investors may find our common stock ess atractive 0 the extent we rely o the exemptions an relef graned by the JOBS Act. If some investors fnd our common stock ess atractive.
252 reuit, there may be a les acive rading market for our common stock and our stock price may decline o become more volaie.

‘Salesof a substantial mumber o shares of our common stock inthe public market could cause the price of our common stock o fal.

‘Sales of  substantial nusmber of share of our common stock i the public market could cause our sock price to decline. Saes of  substantial umber of shares of our common siock in
the public market could occur at any tme. These sales, o the perception i the marke tht the holders of a Large number of shares intend 0 sellshares, could reduce the market price of our common
stock. As of March 5, 2023, we had 26,731,663 shares of common siock ouistanding, Shares held by directors,executive offcers and odber afiliates will e subject 1 volume limitations under Rule:
144 under the Securiies Act and various vesting agreement.

‘We have registered and intend to continue toregister sl shares of common stock that we may issue under our equity commpensation plans. Orice we registe these shares, they can b freely
‘sold in the public market upon issuance, subject 1o volume limitaions applicable to afflates We canno predict what effect, f any, ales of our shares n the public market o the availabilty of shares
for sae will have on the marketprice of our common sock. However,fure sl of substantal amounts of our common stock i the public markes, including share issued upon exercise of our
outstanding warrant or options,or the perception tha such sales may occur,could adversely affect the market price of our common stock. We also expect that significant additional capital may be
needed inthe future 10 continue our planned operations. To raise capital, we may sell common sock, including pursuant 0 our ATM program, convertble securitesor oher equity securiies i o or
‘more ransactions at prices and in a manner we determine from e to time. For example, in May 2022 we sold 5.9 million shares of our common stock for gross proceeds of approximately $79.5
millon (before underwriing discounts, commissions and other escimated offering expenses). Tothe extent that adiional captal s rased throug the sale and isuance of hares orother securities
‘convertble into shares, ourstockholders will be iluted. These sles, orthe perception inthe market tha the holdersof a arge number of shares intend tosel shares, could reduce the market price of
our common stock.

The concentration of our stock ownership wil likely limit your abliy t influence corporate maters, including the abiity 0 influence the outcome of director elections and ocher matters
requiring stockholder approval.

As of December 31, 2022, ur ofices, directors and the holders of more than 5% of our outstanding stock collectively beneficially own approximately 53% of our common siock. Asa
resul, these stockholder, acting togetber,will have significant ifluence over all materstha require approval by our stockholders, including the lection of directors and approval o signficant
‘conporate transactions. Corporate acions might be taken even f other stockholders oppose them. This concentration of ownership might also have th effect of elaying or preventing a change of
‘contrl of our company tha oher stockholders may view s beneficial.

‘Requirements associated with being a public company willincrease our costssignficantly, as well a divert significant company resources and management atention.

‘As a public company, we are subject 0 the reporting requirements of the Exchange Act o th other rules and regulationsof the Securites and Exchange Commisson (the *SEC"), or any
securities exchange elating to public companies. Compliance with th various reporing and other requirements applicable to publc companies reqires considerable time and atention of
‘management and we will incur signficant legal, accounting and other expenses. We cannot assure you that we will saisy ou abligations a5 2 public company on a timely basis

In addition, a5  public company, i may be more dificulk or more cosly for us to obain certain types of insurance, ncluding direcors” an offices' ability insurance, and we may be.
forced 1 accept educed policy imits and coverage or incur substantiall higher cost t0 btai the same or similar coverage. The impact of these events could also make it more
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Giffcult for s o atract an retan qualifed personnel to serve on our board of directrs, ur bosrd commitieesor 2 executive officers.

1f we fail t0 maintin proper and efective internal control, our abliyto produce accurate and timely financial tatements could be impaired, hich could resul in sanctions or other penalties
that would harm our business.

‘We aresubject 0 the reporting requirements of the Exchange Act, the Sarbanes-Oxley Act and th rules and regulations of the Nasdaq Stock Market (*Nasdaq”). The Sarbanes-Oxley Act
requires, among other things,that we maintin effctive disclosure controls and procedures and nternal controls over fnancial eporting. We must perform system and process design evaluation and
testing of the effectiveness of ourintemal contols over financial reporting 0 allow management 0 report onthe efectiveness of our internal controls over financal reporting. a required by Section
404 ofthe Sarbanes-Oxley Act. Therefore, we will need 0 continue o dedicate interal resources, including through hiing additional financial and accounting personnel, potentially engaging outside
‘consultans, continue toassess and documen the adequacy of nteral control aver financial reporting. continue steps 0 improve contol processes as ppropriate, valdate through tesing tht controls
are funcioning s documented and implement 2 ontinuous reporting and improvement process or internal controlover financial eporting. This requies us @ incur substantial professiona fees and
internal costs to maintain complance.

‘We may discover weaknesses in our system of interna financial and accounting contrls and procedures that could result n a material misstatement of our financialsatemens. Our
internal control over financial reparting will ot prevent or detectal ertors and a fraud. A control system, o mater how well designed and operated, can provide only reasonable, not absolute,
assurance that the control system's objectives will be met. Because of the inberent imitations i all contol systems, 70 evaluation of controls can provide absolute assurance tht misstatements due 0
erroror fraud will ot occur o that allcontrl ssues and instances of raud will be detected.

1 we are ot able 0 comply withthe requirements of Section 404 f the Sarbanes-Onley Act n a timely manner,orif we are unable to maintain proper and effective intemal controls over
financialreporting, we may not be able o produce imely and accurate financialsatements. I that were 10 happen, our investors could lose confidence in our eported financial information, the
marketprice of our stock could decline and we could be subject to snctions o investigations by the SEC or ther egulatory authoritiesincluding equivalent oreign authoritis.

We do notintend to pay dividends forthe foreseeable future.

‘We have never declared nor paid cash dividends on our capital stock. We currenly intend t0 recain any future camings to finance the operaion and expansion of our business, and we do.
‘0t expect 1 declare o pay any dividends in the foreseesble future. Our Credit Foilty also contas a negativ covenant tha probibis us from paying dividends subject o limited exceptons.
‘Consequently, stockholders must rel o sales oftheir common stock afte price appreciation, which may never occur, 3 the oy way (0 ealize any future gains on their nvestment.

We could be subject t securides class acton liigation.

I the past, securites class action lcigation has often been brought against a company following a decline in the market price o it securites. This risk is especialy elevant fo us
because biopharmaceutica companies have experienced signficantstock price volatliy n recent years. I we face such ligation, it could result in substanialcosts and a iversion of management’s
atention and resources, which could harm our business.

Our operating resuits may luctuote significantly, which makes our future operating reuts dificult o predict and could cause our operating results 1 foll below expectation or our guidance.

‘Our quarerly and annual operating results may fluctate sigaificantlyin the fture, which makes t difficlt for us to predict our future operating reult. Our operating reults may
uctuate due 0.2 variey of factors, many of which are utside of our control and may be difficul o predict, incuding the following:

«the tming and success o failue of clnical ial for ur product candidats ox competing product candidates, or any ocher change in the competiive andscape of ourindustry, including.
consolidation among our compeitors o partners:

+ our ability 0 successfuly recruit patents for precliical studies and clinical rals, and any delays caused by diffculie insuch recruimen effots;
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‘our ability 0 btain egulatory approvalfor our product candidate, an the iming and scope of any such approvals we may receive;

the timing and cost of, and level ofinvestment n,research and development activities elating 1 our product candidates, which may change from time o time;
the costof manufactring our product candidates,which may vary depending on the quanity o production and the terms of our agreements with manufacrurers;
‘ourability to atract, hire and retain qualified personnel;

‘expenditues that we wil or may incur o develop additional product candidates;

he level of demand for our product candidates should they receive approval, which may vary significandy;

heriskbeneft rofle, cost and reimbursement policies it respect 0 our poduct candidates, if pproved, and existing and potential future drugs that compete with our product
candidates;

the changing and volaile U.S. European and global economic environments, inclading the impact of curren o fuure health pandermics; and
foture accounting pronouncements o changes in our accountiog policies.

“The cumulative effectsof these factrs could result n large flutuations and unpeedictability n our quartely and annual operating resuls. As a resut, comparing our operating results on

a period-o-period basis may not be meaningful. This variability and unpredicability could also esult in our faling 0 meet the expectationsof industry or financial analysts o imvestors for
‘period. If our revenu o operatin resuls fal below the expectations of analysts or investorsor below any forecasts we may provide to the market,or i the forecasts we provide (o the market are
el the expeciations of analysts or investors, the pice of our common stock could decline substantially. Such a stk price declne could occur even when we have met any previously publicly
Stated guidance we may provide.

Delaware aw an povisions i our amended and restated certificate ofincorporation and amended and restated bylans could make a merger ender offe or proxy contes difcult, thereby
depressing the trading price of ur common stock.

Ourstatus a5 a Delaware corporation and the ant-akeover provisions of the Delavware General Corporation Law may discourage, delay or prevent achange i control by prohibitng us-

from engaging in a business combination with an interested stockholder for 3 period of three years aftr he person becomes an interested stockbolder,even if a change of controlwould be beneficial
1 our exising stockboiders. n additon, our amended and retated cerficate of incorporation and amerded and restated bylaws contain provisions that may make the acquisition of our company
‘more difficul, including the following:

a classified board of directors with three-year staggered terms, which could delay the abiliy ofstockhoklers to change the membership of a majorcy o our board of directors;

the ability of our board of direcors o issue shares of preferred stock and o determine the price and other terms o those share,including prelerences and voting rights, without
stockholder approval, which could be used tosignificanty diute the awnership o a hosiile acquiror;

the exclusiveright of our boardof directors o elect adirector 10 fill & vacancy created by the expansion of our baard of directors o the reignation, deathor removal of a director, which
prevents stockholdersfrom being able to fll vacancies on our board of irectors:

 prohibiion on stockholder action by writen consent, which forces stockholder action t be taken at an annual or special meeting of our stockholders;

the requirement that 2 special meeting of stockhoiders may be called only by a majority vote of our entire boar of directors,the chaleman of our board of diectorsor our chiel
‘executive office, which could delay the abil of our stockholderstoforce consideration of a roposalor t take acion,including th removal o directors;
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+the requirementfor th affrmative vote of holders of at leat 66 2/3% ofthe voting power of all of the then-outstanding shares of the voting sock, voting ogether a asingle lass,
amend the provisions of our amended an restted certifcat of incorporaton or our amended and restated bylaws, which may inhibit the abilty of an acquiro o effect such
‘amendments to facilate an unsolicted akeover atempt: and

+ advance notce procedures with which stockholders must comply to nominate candidates 1 our board of directors o to popose matters o be acted upon at a stockholders” mesting.
which may discouage o deter a potential acquirorfrom conducting a solication of praxies o lectthe acquiros own sateof directorsor oherwise aiempting 10 0bain control of us.

In addition, a5 a Delaware corporation, we ae subjec to Section 203 o the Delavware General Corporation Law. These provisions may prohibitlarge stockbolders,in partcular those
‘owning 15% of more of our owstanding voting stock,from merging or combining with us for  cetain period of time. A Delavware corporation may 0pe ou of this provision by express provision i s
original cerificate of incorporation or by amendment 1 s certifcat of incorporation or bylaws approved by tsstockholders. Howener, we have not opted outof this provision.

“These and oher provisions n our amended an estated certifcate of ncorporation, amended and restated bylavs and Delaware aw could make it more difficultforstockbolders or
‘potential acquirorsto obain control of our board of directors o initate actionsthat are opposed by our then-current board of directors, ncluding delay or mpede a merger, ender offer o roxy
‘contet involviag our company. The existence of these provisions could negatively affect the price of our common stock and limit opporuuites for you t realize vlue in:a corporate ransaction.

‘Our amended and restted certificate o incorporation provides that the Courtof Chancery ofthe State of Delaware and the UsS. federal distrct courts are the exclusive forums for substantially
alldisputes between us and our stockholders, which could mit our sockholders ability 0 obtain a favorable judicial forum for disputes with us or our directors, offcers or employees.

Our amended and restated cerifcate of ncorparation provides tht the Court of Chancery o the State of Delaware i the exclusive forum for any dervative action or proceeding brovght
‘on our behalf,any action aserting a breach of fiduciary duty, any action aserting a caim against us rising pursuan: 0 the Delaware General Corporation Lav, ur certificae of incorporation or our
bylaws orany action assering a claim against us that s governed by th intemnal affirs docrie.

“This provsion would not appy to suits brought to enforce a duty or iabilty created by he Exchange Act. Furthermore, Section 22 of the Securites Actcreates concurrent jurisdiction for
federal and stae coun over all such Securities Act actions. Accordingly, both sate an federal courts have jrisdiction t entetain such claims. To preven having o fitgate clams in multiple
jurisdictions and th threa of inconsistent or contrary lings by different courts, among other onsiderations,our certficate of incorporation il urther provide that the U.S. federal district courts
will b the exclusive forum forresolving any complaint asserting a cause of action aising,under the Securities Act. While the Delaware court have determined that such choice of forum provisions
are facially vald, a stockholder may nevertheless ek 10 bring a caim in a venue odher than those designate n th exclusive forum provisions.In such instance, we would expect 0 vigorously assert
the validicy and enforceabiliy o the exclusive forum provisions of ou cerificae of ncorporation. This may require sigaificant aditonal costs associted with resolving such action i other
jurisdictions and there can be no assurance tht the provisions will be enforced by a court in those other jurisdictions.

“This choice of forum provision may limit 2 stockholder’s abiliy o bring aclai n a judicial forum that it finds favorable for dispute with us or ur director, officers o ather employees
‘and may discourage thes types of Lawsaits. Alernativel, if a court were 1 fin the choice of forum provision contained in our amended and restated certifcate of incorporation t be inapplicable o
‘unenforceable in an action, we may incur additional costs associated with resalving such action i other jursdictions.
Ttem 1B, Unresolved Staff Comments.

None.
Ttem 2. Properties.

‘We currently lease spproximately 27,807 square feet of office and laborstory space in rvine, Californi under cetin leass tha expie in January 2024, with a enevealoption fo aterm
of three years. We believe that tis space will be

o
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