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Our business involves a high degree of risk. You should consider and read carefully all of the risks and uncertainties described
below, as well as other information included in this Annual Report on Form 10- K, including our financial statements and
related notes appearing at the end of this Annual Report on Form 10- K. The risks described below are not the only ones facing
us. The occurrence of any of the following risks or additional risks and uncertainties not presently known to us or that we
currently believe to be immaterial could materially and adversely affect our business, financial condition or results of operations.
In such case, the trading price of our common stock could decline, and you may lose all or part of your investment. This Annual
Report on Form 10- K also contains forward- looking statements and estimates that involve risks and uncertainties. Our actual
results could differ materially from those anticipated in the forward- looking statements as a result of specific factors, including
the risks and uncertainties described below. Risks Related to Our Financial Position and Need for Additional Capital We are a
clinical stage btopharmaeentieal-oncology company with a limited operating history and have incurred significant losses since
our inception —We-expeet-and anticipate that we will continue to incur losses over at least the next several years and may
never achieve or maintain profitability. We are a clinical stage btopharmaeentieal-oncology company with a limited operating
history. Since our inception, we have incurred significant operating losses. We reported net losses of $ 77. 3 million and $ 73. 8
mitenand-$120-7F-million for the years ended December 31, 2024 and 2023 and2022- respectively. As of December 31,
2023-2024 , we had an accumulated deficit of $ 286-363 . 2-6 million. To date, we have not generated any revente-revenues
from product sales and have financed our operations primarily through sales-efeur-equity interests-offerings . As such, we
expect that it will be several years, if ever, before we have a product candidate ready for regulatory licensure and
commercialization. We may never succeed in these activities and, even if we do, may never generate revenues that are
significant enough to achieve profitability. To become and remain profitable, we must succeed in developing, obtaining
marketing licensure for and commercializing products that generate significant revenue. This will require us to be successful in a
range of challenging activities, including, without limitation, procuring clinical- and commercial- scale manufacturing,
successfully completing preclinical studies and clinical trials of our product eandidates— candidate , establishing arrangements
with third parties for the conduct of our clinical trials, obtaining marketing licensure for our product eandidates— candidate ,
manufacturing, marketing and selling any products for which we may obtain marketing licensure, discovering or obtaining
rights to additional product candidates, identifying collaborators to develop product candidates we identify or additional uses of
exr%tlng product eandldateq and %ueees%fully eompletrng development of product Candrdates for our collaboration partner% —In

expect to continue to incur qlgnlﬁcant expenses and increasing operatrng loqsei for at lea%t the next %everal years. We anticipate

that our expenses will increase substantially if and as we: » menufaetare-produet-eandidates-and-continue to develop aned-,
conduct clinical trrals for-our-ADCproducteandidate; PYX-—264;-and seek regulatory approvals for micvotabart pelidotin
: » continue research and seleet—a-ntrbedy—pfegffnﬁs—te—take—mte
development 5 —mﬁﬁu—faetufe-activitms for other product candidates
eonduet-and-sueeesstully-eomplete-ehinteal-trials—; « scale up external manufaetunng eapabrlltre% for later qtage trrals and to
commercrahze our products . expand maintain and protect our intellectual property portfolio seelk-marketingteensesfor
y als-; « ultimately e%tablr%h a %ales 1narket1ng and drqtrrbutlon

-mtel-leefuﬂ-l—propefﬁ!—peﬁfel-te—‘—hlre addrtronal elrnreal regulatory, qerentrﬂc operatronal ﬂnaneral and management
information personnel; and ¢ continue to operate as a public company. Our expenses could increase beyond our expectations if
we are required by the U. S. Food and Drug Administration (;-e+FDA ), the European Medicines Agency (;-6+EMA ;) or
other comparable regulatory authorities to perform trials in addition to those that we currently expect to perform, or if we
experience any delays in establishing appropriate manufacturing arrangements for completing our clinical trials or the clinical
development of any-efour product eandidates— candidate . Because of the numerous risks and uncertainties associated with
pharmaceutical product development, we are unable to accurately predict the timing or amount of increased expenses we will
incur or when, if ever, we will be able to achieve profitability. Even if we do achieve profitability, we may not be able to sustain
or increase profitability on a quarterly or annual basis. Our failure to become and remain profitable would depress the value of
our company and could impair our ability to raise capital, expand our business, maintain our research and development efforts or
continue operations. A decline in the Value of our eompany, or in the Value of our common %tock could also cause 1nve§tor§ to
loqe all or part of the1r 1nve§tment - pto ;

able to generate revenues from the sale or out- lrcenmng of any approved products, we may not beeome proﬁtable and may need



to obtain additional funding to continue operations. We will require substantial additional capital to finance our operations. If we
are unable to raise such capital when needed, or on acceptable terms, we may be forced to delay, reduce or eliminate one or
more of our research and product development programs or future commercialization efforts. The development of
biopharmaceutical products, including conducting preclinical studies and clinical trials, is a very time- consuming, expensive
and uncertain process that takes years to complete. Our operations have consumed substantial amounts of cash since inception,
and we expect our expenses to increase in connection with our ongoing and planned activities, particularly as we continue our
clinical trials effor micvotabart pelidotin. We currently expect that our predueteandidates PY>X-existing cash, cash
equivalents and short - 264-term investments of $ 126. 9 million as of December 31 , 2024, will fund PY¥>X—106-and-PY¥X~-
-1-9-7’—a-nd-advanee-our prOJected operatlng expenses and capltal requlrements into et-hele-— the second half pfeel-mtea-l

product e&nd-ldates— candldate t-hat—we—develep—rs approved for commercial sale, we anticipate incurring significant costs
associated with sales, marketing, manufacturing and distribution activities. Our expenses could increase beyond expectations if
we are required by the FDA, the EMA or other comparable regulatory authorities to perform clinical trials or preclinical studies
in addition to those that we currently anticipate. Other unanticipated costs may also arise. Because the design and outcome of
our planned and anticipated clinical trials are highly uncertain, we cannot reasonably estimate the actual amount of resources
and funding that will be necessary to successfully complete the development and commercialization of any product candidate
we develop. Accordmgly, we erl need to obtam substantral addrtronal fundmg in order to continue our operations. As—ef

fund our operatrons is based on assumptions that may prove to be wrong, and we could use our available capital resources
sooner than we currently expect. Changing circumstances, some of which may be beyond our control, including market
volatility resulting from global economic developments, political unrest, high inflation and other factors, could cause us to
consume capital significantly faster than we currently anticipate, and we may need to seek additional funds sooner than
planned. We intend to use our cash and cash equ1valents for development and regulatory activities relating to our product

eandidates-— candidate , vittes-and other general corporate purposes. Advancing
the development of our product ea-nd-tdates» candidate erl require a srgmfrcant amount of capital. Our cash and cash
equivalents will not be sufficient to fund any-efour product eandidates- candidate through regulatory licensure. Because the
length of time and activities associated with successful research and development of any individual product candidate are highly
uncertain, we are unable to estimate the actual funds we will require for development, marketing licensure and
commercialization activities. The timing and amount of our operating expenditures will depend largely on:  the manafaetare-of
produet-eandidates-cost associated with dose escalation and eenduet-of Phase+-dose expansion mono and combo clinical
trials for P¥X%-264+-our product candidate; * the manufacture of drug products and drug substance PYX—106-and-elinteat
tﬂa-ls—for P%Qé——l—@-’/—our product candldate . the trmmg and progress of our other preclrmcal and clrmcal development

fese&feh—and—develepmeﬂt—agfeements;—*ﬂ&e—costs and timing of future commerc1al1zatron activities, mcludmg product
manufacturing, marketing, sales and distribution, for apy-efour product eandidates— candidate for which we receive marketing
licensure; ¢ our ability to maintain our current licenses and research and development programs and to establish new
collaboration arrangements; * the costs mvolved n prosecutmg, mamtammg and-, enforcrng and expandlng patent and other
intellectual property rights; « a 3

supply-ehati;=-the cost and tlmlng of regulatory hcenses and * insurance euieeffeﬁs—te—lﬂfe—add-r&ena-l-ehmeal— legal and
other regulatory compliance expenses to operate as a public company ;setentifie;operational-finanetal-and-management
pefseﬁﬂel— If we are unable to obtain fundmg ona trmely bas1s or on acceptable terms, we may have to delay, reduce or

a a p linical trials s#fany-, limit strategic opportunities or
undergo reductions in our Workforce or other corporate restructurmg activities. We also could be required to seek funds through
arrangements with collaborators or others that may require us to relmqursh rrghts to some of our technolog1es or product
candrdates that we would otherwrse pursue on our own —W 6 : ;

. We erl be requrred to seek add1t10nal fundmg in the future and our ability to
raise additional funds will depend on financial, economic and other factors, many of which are beyond our control. Additional
funds may not be available to us on acceptable terms or at all. For example, market volatility resulting from global economic
developments, political unrest, high inflation and other factors could adversely impact our ability to access capital as and when
needed. If we raise additional funds by issuing equity securities, our stockholders will suffer dilution and the terms of any
financing may adversely affect the rights of our stockholders. In addition, as a condition to providing additional funds to us,
future investors may demand and may be granted rights superior to those of exrstmg stocl(holders —Ourlimited-operating




peffeﬂﬁaﬂee— Adver@e developmenti affecting the hnancml services 1ndu§t1y, 1nclud1ng events or concerns 1n\701V1ng liquidity,
defaults or non- performance by financial institutions or transactional counterparties, could adversely affect our business,
financial condition or results of operations. Events involving limited liquidity, defaults, non- performance or other adverse
developments that affect financial institutions, transactional counterparties or other companies in the financial services industry
or the financial services industry generally, or concerns or rumors about any events of these kinds or other similar risks, have in
the past and may in the future lead to market- wide liquidity problems. Although we assess our banking and customer
relationships as we believe necessary or appropriate, our access to funding sources and other credit arrangements in amounts
adequate to finance or capitalize our current and projected future business operations could be significantly impaired by factors
that affect us, the financial services industry or economy in general. These factors could include, among others, events such as
liquidity constraints or failures, the ability to perform obligations under various types of financial, credit or liquidity agreements
or arrangements, disruptions or instability in the financial services industry or financial markets, or concerns or negative
expectations about the prospects for companies in the financial services industry. In addition, investor concerns regarding the U.
S. or international financial systems could result in less favorable commercial financing terms, including higher interest rates or
costs and tighter financial and operating covenants, or systemic limitations on access to credit and liquidity sources, thereby
making it more difficult for us to acquire financing on acceptable terms or at all. Any decline in available funding or access to
our cash and liquidity resources could, among other risks, adversely impact our ability to meet our operating expenses, financial
obligations or fulfill our other obligations, result in breaches of our contractual obligations or result in violations of federal or
state wage and hour laws. Any of these impacts, or any other impacts resulting from the factors described above or other related
or similar factors not described above, could have material adverse impacts on our liquidity and our business, financial condition
or results of operations. Risks Related to the Development of our Product Candidate Clinical testing and product
development is a lengthy and expensive process with an uncertain outcome. \We¢ may incur unexpected costs or
experience delays in completing, or ultimately be unable to complete future-strategie-aeguisitions-, the clinical testing and
the development and commercialization of or-our sueeessfully-integratestrategie-aequisitions-product candidate. Before
obtaining marketing approval from regulatory authorities for the sale of our product candidate, we or our collaborators
must conduct extensive trials to demonstrate the safety and efficacy of the product candidate. Clinical testing is
expensive, difficult to design and implement, can take many years to complete and is uncertain as to the timing and
outcome. A failure of one or more clinical trials can occur at any stage of the process. We may experience numerous
unforeseen events during, or as a result of, clinical trials, which could delay adversely-affeet-otir—- or prevent our business
and-finanetal-eondition—Ourinability—- ability to eomplete-any future-strategie-aequisitionsreceive marketing licensure or
commercialize er-our product candidate, including: * delays in reaching, or the failure to sueeessfully-integrate-anynew
reach, a consensus with regulators on clinical trial design; ¢ the supply or quality of er-our previousstrategie-aeqtisitions
eottd-product candidate or other materials necessary to conduct clinical trials of our product candidate may be
insufficient or inadequate, including as a result of delays in the testing, validation, manufacturing and delivery of
product candidate to the clinical sites by us or by third parties with whom we have a-contracted to perform certain of
those functions; ¢ delays in reaching, or the failure to reach, agreement on acceptable clinical material—-- reaching;or-the
fatlare-toreach;agreement-on-aeeeptable-elinteal-trial contracts or clinical trial protocols with prospective trial sites;e the failure
of regulators or institutional review boards to authorize us or our investigators to commence a clinical trial or conduct a clinical
trial at a prospective trial site;e difficulty in designing clinical trials and in selecting endpoints for diseases that have not been
well studied and for which the natural history and course of the disease is poorly understood;e the selection of certain clinical
endpoints that may require prolonged periods of clinical observation or analysis of the resulting data;» we may receive feedback
from regulatory authorities that requires us to modify the design of our clinical trials;® the number of patients required for
clinical trials of our product eandidates— candidate may be larger than we anticipate,enrollment in these clinical trials may be
slower than we anticipate,participants may fail during screening or drop out of these clinical trials at a higher rate than we
anticipate or fail to return for post- treatment follow- up or the failure to recruit suitable patients to participate in our clinical
trials;e our product eandidates— candidate may have undesirable side effects or other unexpected characteristics,causing us or
our investigators,regulators or institutional review boards to suspend or terminate our clinical trials;* we may have to suspend or
terminate clinical trials of our product eandidates—- candidate for various reasons,including a finding that the participants are
being exposed to unacceptable health-safety risks or that the benefit- risk ratio is negative ;° the third parties with whom we
contract may fail to comply with regulatory requirements or meet their contractual obligations to us in a timely manner,or at all;®
the requirement from regulators or institutional review boards that we or our investigators suspend or terminate clinical trials for
various reasons,including noncompliance with regulatory requirements or unacceptable safety risks;e clinical trials of our



product eandidates-—- candidate may produce negative or inconclusive results and we may decide,or regulators may require us,to
conduct additional clinical trials or abandon product candidate development and discovery programs;e the cost of clinical trials
of our product eandidates— candidate may be greater than we anticipate;* imposition of a clinical hold by regulatory authorities
as a result of a serious advefse—dd\ erse effeet—eﬁ—event concerns w1th the class of our product candldate our—- or after

: 656 ; an make
1nspect10n of our chmcal trial operatlons, trial 51tes or manufacturmg faclhtles; * occurrence of serious adverse events
associated with other—-- the investments-product candidate that arc eomplementary-viewed to outweigh its potential benefits;
e regulators may revise the requirements for approving our product candidate, eut—- or existing-strengths—There-such
requirements may not be as we anticipate; and ¢ delays in developing and validating any companion diagnostic to be
used in the trial, to the extent we are to-the-extent-we-are-required to do so. The FDA may modify or enhance clinical trial
requirements which may affect enrollment and retention of patients.In August 2023, the FDA published a guidance
document,Informed Consent,Guidance for Institutional Review Boards ( [RBs) ,Clinical Investigators,and Sponsors,which
supersedes past guidance and finalizes draft guidance on informed consent. FDA’ s new guidance presents evolving
requirements for informed consent which may affect recruitment and retention of patients in clinical trials.Effects on recruitment
and retention of patients may hinder or delay a clinical trial,which may increase costs and delay clinical programs.Further,in
December 2023, the FDA published a final rule,Institutional Review Board Waiver or Alteration of Consent for Minimal Risk
Clinical Investigations,which allows exceptions from informed consent requirements when a clinical investigation poses #er
mere-thanno assuraneesmore than minimal risk to the human subject and includes appropriate safeguards to protect the
rlghts however-safety , and welfare of human sub]ects. If we are requlred to conduct addltlonal chmcal tr1als or other

beyond-these-that-we Curlently contemplate if we are unable to successfully complete clinical trmls of our ploduct eandidates—
candidate or other testing,if the results of these trials or tests are not positive or are only modestly positive or if there are safety
concerns,we may:* be delayed in obtaining marketing eenses— licensure for our product eandidates— candidate ;* not obtain
marketing licensure at all;* obtain licensure for indications or patient populations that are not as broad as intended or desired;®
obtain licensure with labeling that includes significant use or distribution restrictions or safety warnings;e be required to
perform additional clinical trials to support marketing licensure;* have regulatory authorities withdraw or suspend their
license,or impose restrictions on distribution of the product candidate in the form of a modified REMS;e be subject to
additional post- marketmg testlng requlrements or changes in the way the product is admmlstered'- fail to receive

y that may they-wil-be
or a—nttmbefcomparable forelgn

required by the FDA
regulatory authorities in connectlon w1th approval of
need-for-antitrust-and--or-our therapeutic product candidate; or U have our product removed from the market after
obtaining marketing licensure. For example, the FDA launched Project Optimus in 2021 as an initiative to reform the
dose optimization and dose selection paradigm in oncology drug development, which was driven by the FDA’ s concerns
that the current paradigm for dose selection may result in doses and schedules of molecularly targeted therapies that are
inadequately characterized before initiating pivotal trials. Through collaboration with the biopharmaceutical industry,
academia and other stakeholders regilatory-approvals-, the FDA’ s goal for this initiative is to advance an oncology dose-
finding and dose optimization paradigm that emphasizes dose selections that maximize efficacy as well as disputes-safety
and tolerability. In support of this initiative and as described in a 2023 draft guidance “ Optimizing the Dosage of
Human Prescription Drugs and Biological Products er-for litigatien-the Treatment of Oncologic Diseases ” the FDA will
likely request sponsors of oncology product candidates to conduct dose optimization studies pre- approval . Any-strategie
aequisition- The FDA also continues to develop and finalize guidance documents and implement initiatives regarding the
development and clinical research of oncology product candidates. Our product development costs also will increase if
we may-eomplete-may-experience delays in preclinical studies or clinical trials or in obtaining marketing licensure. We do
not know whether any of our preclinical studies or chnlcal trlals w1ll need to be made—restructured or w1ll be completed
on schedule, or at all. Significant preclinical study s v d b
the-aequired-eompany-and-thus-eur— or clinical trial delays also could shomen any perlods durnm which we may have the
exclusive right to commercialize our product eandidates— candidate ,or could allow our competitors to bring products to market
before we do and impair our ability to successfully commercialize our product eandidates— candidate ,which may harm our
business,results of operations,financial condition and prospects.Further,cancer therapies sometimes are characterized as first -
line,second —line or third —line.The FDA often approves or licenses new oncology therapies initially only for third —line or later
use,meaning for use after two or more other treatments have failed. When cancer is detected early enough,first —line
therapy,usually hormone therapy,surgery, realization - radiation therapy, immunotherapy or a combination of these, is
sometimes adequate to cure the cancer or prolong life without a cure. Second line and third line therapies are
administered to patients when prior therapy is not effective. Our clinical trials are, and any future clinical trials will be,
with patients with difficult to treat cancer. We expect that we would 1n1t1ally seek regulatory hcensure for use of this
product candidate in appropriate treatment settings vs 0 : d-€0 d-op :
Subsequently, for those products that prove to be sufﬁclently beneﬁclal if any, we would expect to seek hcensure
potentially as a first line therapy, but any product candldate we develop, even if approved for second llne or third line
therapy, may not be approved able-to et y gb




bustﬂesses—pfeﬁ-t&b-}e—fef&rﬂ—keyefnp-}eyees—effor first line therapy and fea-l-rze—aﬂt-temafed-eest—savmgs—er—s-ynefgies- 1-Ppr10r

are heavﬂy dependent on the success of our product candldate, mlcvotabart pehdotm P%Qé-%@-l—&nd—%—l—@é— Wthh are-is
in the early stages of clinical development . If micvotabart pelidotin ;-and-PYX-—107vwhieh-1s in-aPhase-H-elinteal-trialIf
PYX205PYX206-and-For PYX—1H07-are-not successful in clinical trials or de-does not receive regulatory approval or
licensure or are-is not successfully commercialized, our business will be materially and adversely affected. To date, we have
invested a ﬂgnmcant pomon 01‘ our eﬁorts dnd hndncml resources in the dev elopment of mlcvotabart pelidotin PYX-—26+-and

. Our future success is substantldlly dependent on our ability to successfully initiate and Complete clinical development for,
obtain regulatory licensure for, and successfully commercialize micvotabart pelidotin PYX—260+PYX—106-and PYX—07,
which may never occur. We currently have no products that are approved or licensed for commercial sale and may never be
able to de\ elop a marketable product. We expect that a substantldl portion of our etf01ts and expendltmes over the next few

P%Qé-—k@é—&ﬂd—%-—k@%’,—whieh—ﬁﬂ—feqﬂﬂe—chmcal dev elopment management of CllnlCd] and mdnufadurnm activities,

regulatory licensure, establishing commercial scale manufacturing, and significant sales, marketing, and distribution efforts
related to micvotabart pelidotin before we can generate any revenues from any commercial sales. We cannot be certain that
we will be able to successfully complete any of these activities or that, even if micvotabart pelidotin PYX-—204PYX—106-and
PY¥X—0Freeetvereceives regulatory licensure, such preduets— product will be able to successfully compete against therapies
and technologies offered by other companies. The research, testing, manufacturing, labeling, licensure, sale, packaging,
marketing, and distribution of biological products are subject to extensive regulation by the FDA and comparable regulatory
authorities in other countries. We are not permitted to market micvotabart pelidotin PY2—264HPYX—106-0r PYX—107-in the
Bnited-States-U. S. until we receive licensure of a BiologiesEieense-Appheation;or-BLA ;orNew BDrag-Appheation;or NDA 5
from the FDA for such product eandidates- candidate , as appropriate. Further, we are not permitted to market micvotabart
pelidotin PYX—26PY X060t PYX—107-in any foreign countries until we receive the requisite licensure or approvals from
such countries. We have not submitted a BLA or NDA to the FDA or comparable applications to any other comparable



regulatory authorities for micvotabart pelidotin PYX—26PY X660+ PYX—107. We will not be in a position to do so for
several years, if ever. If we are unable to obtain the necessary regulatory lrcensure or approvals for mlcvotabart pelldotln

>
o S o s and-eompe S eraptes dthe+m ot ganaitoman o d o o

PYX—107-versus-actaal-orpereetved-eompeting-theraptes—Our product eandidates— candldate may larl in development or sutter

delays that materially and adversely affect thet-its commercial viability. If we or our existing or future collaborators are unable
to initiate and complete clinical development of, obtain regulatory approval or licensure for or commercialize our product
ea-nd-td&tes» candldate or experience srgnltrcant del"lys il do1ng S0, our busrness Wlll be mdtendlly harmed —W‘e—have—ne

fa—rlufe—fer—sueh—pfeduets—rs—h—rgh— Our db1l1ty to ach1eve and sustain proht"lbrhty depends on obtanung regulatory llcen%ure lor
and successfully commercializing our product eandidates— candidate , either alone or with third parties. Before obtaining

regulatory licensure for the commercial distribution of our product eandidates-—- candidate , we or an existing or future
collqborator must conduct extensrve precl1n1cal studies and clinical trials to demonstr"lte the satety, pur1ty and potency in

financial resources to continue development of, or to modrty existing or enter into new collaboratrons for, a product candidate if
we experience any issues that delay or prevent regulatory licensure of, or our ability to commercialize, a product eandidates—
candidate , including: * negative or inconclusive results from preclinical studies or clinical trials leading to a decision or
requirement to conduct additional preclinical studies or clinical trials or abandon a program; ¢ product- related side effects
experienced by participants in our clinical trials or by individuals using therapeutic biological products similar to our product
eandidates— candidate ; * failure in obtaining the necessary approvals from regulators to commence a clinical trial, or a
suspension or termination of a clinical trial once commenced;  conditions imposed by the FDA, the EMA or other comparable
authorities regarding the scope or design of our clinical trials; ¢ delays in enrolling patients in clinical trials; ¢ high drop- out
rates of patients; ¢ inadequate supply or quality of product candidate components or materials or other supplies necessary for the
conduct of our clinical trials; ¢ greater than anticipated clinical trial costs; ¢ poor effectiveness of our product eandidates—
candidate during clinical trials; « unfavorable FDA or other comparable regulatory agency inspection and review of a clinical
trial site;  failure of our third party contractors or investigators to comply with regulatory requirements or otherwise meet their
contractual obligations in a timely manner, or at all; « delays and changes in regulatory requirements, policy and guidelines,
including the imposition of additional regulatory oversight around clinical testing generally or with respect to our technology in
particular; e varying interpretations of data by the FDA, the EMA and other comparable foreign regulatory authorities ; or ®
landscape changes around market access and pricing policies that may impact reimbursement and product sales . If any
of the foregoing circumstances occur, we could experience significant delays or an inability to successfully commercialize our
product eandidates— candidate , which could materially harm our business. Moreover, if we do not receive regulatory
approvals, we may not be able to continue our operations. We have no experience as a company completing a clinical trial or
submitting a BLA or NDA and may be unable to successfully do so for micvotabart pelidotin PY2X-264;PY¥X—106-and-PYX-



+67-. The conduct of a clinical trial is a long, expensive, complicated and highly regulated process. Although certain of our
employees have conducted successful clinical trials and made regulatory submissions in the past across many therapeutic areas
while employed at other companies, we, as a company, have not completed any clinical trials, or submitted a BLA or NDA, and
as a result may require more time and incur greater costs than we anticipate. Failure to commence or complete, or delays in, our
clinical trials or planned regulatory submissions would prevent us from, or delay us in, obtaining regulatory approval of and
commercializing micvotabart pelidotin PYX—264HPYX—106-andPYX-107, which would adversely impact our financial
performance. Large- scale clinical trials would require significant additional financial and management resources and heavier
reliance on third —party clinical investigators-research organizations (CROs) and consultants. Relying on third —party ehnteat
trvestigators;-CROs s-and consultants may cause us to encounter delays or other operational issues that are outside of our

control. Although our fradditten;relying-en-third parties are required inthe-eenduet-efourpreeliniealstudies-orelinteat-trials

exposes-us-to ariskthat they-maynotadequately-comply with good laboratory practice (;e+-GLP ;et) and good clinical
practice (;0r-GCP ) yastequired-for any studies or trials we plan to submit to a regulatory authority —, and have historically

complied, relying on third parties in the conduct of our preclinical studies or clinical trials exposes us to a risk that they
may not adequately comply with GLP or GCP in the future We may be unable to identify and contract with sufficient
investigators, CROs and consultants on terms that are acceptable to us on a timely basis or at all. We may not be able to submit
INDs to commence additional clinical trials on the timelines we expect and, even if we are able to, the FDA may not permit us
to proceed. We may submit additional INDs in the future. We may experience manufacturing delays or other delays with IND-
enabling studies. Moreover, we cannot be sure that submission of an IND will result in the FDA allowing us to commence
clinical trials or that, once begun, issues will not arise that lead to the suspension or termination of our clinical trials.
Additionally, even if the applicable regulatory authorities agree with the design and implementation of the clinical trials set
forth in our INDs, we cannot guarantee that those regulatory authorities will not change their requirements in the future, or that
circumstances will not arise under which FDA or other regulatory authorities may place our clinical trials on partial or full
clinical hold. These considerations apply to the INDs described above and also to new clinical trials we may submit as
amendments to existing INDs or as part of new INDs in the future. Any failure to submit INDs on the timelines we expect or to
obtain authorization to proceed with our trials may prevent us from completing our clinical trials or commercializing our
products on a timely basis, if at all. Our preclinical studies and clinical trials may fail to demonstrate adequately the safety,
purity and potency of any-efour product eandidates— candidate , which would prevent or delay development, regulatory
approval or licensure and commercialization. Before obtaining regulatory licensure for the commercial sale of any-efour

product eandidates— candidate inefading PYX—265LPYX-1H06-andPYX—167-we must demonstrate through lengthy, complex
and expensive preclinical studies and clinical trials that our product eandidates— candidate are-is safe, pure, and potent, as
required under a BLA. Preclinical and clinical testing is expensive and can take many years to complete and the outcome of
these activities is inherently uncertain. Failure can occur at any time during the preclinical study-studies and clinical trial
processes and, because our product eandidates— candidate are-is in an carly stage of development, there is a high risk of failure.
In addition, any failures or adverse outcomes in preclinical or clinical testing seen by other developers of similar product
candidates could materially impact the success of our programs— program . We may never succeed in developing marketable
products. It is also possible that the results of preclinical studies and early clinical trials of our product eandidates— candidate
may not be predictive of the results of later- stage clinical trials. Although our product eandidates-— candidate may demonstrate
promising results in preclinical studies and early clinical trials, they-it may not prove to be effective in subsequent clinical trials.
For example, testing on animals occurs under different conditions than testing in humans and, therefore, the results of animal
studies may not accurately predict human experience. There is typically an extremely high rate of attrition from the failure of
product candidates proceeding through preclinical studies and clinical trials. Product candidates in later stages of clinical trials
may fail to show the desired safety, purity, and potency profile despite having progressed successfully through preclinical
studies and / or initial clinical trials. Likewise, early, smaller- scale clinical trials may not be predictive of eventual safety, purity
and potency in large- scale pivotal clinical trials. Many companies in the biopharmaceutical industry have suffered significant
setbacks in advanced clinical trials due to lack of potency, insufficient durability of potency or unacceptable safety issues,
notwithstanding promising results in earlier trials. Most product candidates that commence preclinical studies and clinical trials
are never approved or licensed for commercialization. In addition, preclinical studies or clinical trials we conduct may
contradict, undermine or otherwise not replicate or advance the results of the research programs and pre—etinteal-preclinical
studies that were completed prior to our in- licensing or acquisition of product candidates, which may materially and adversely
affect our business, results of operatlons and prospects Addltlonally, our PYX-201 aﬁd—PJHE 466-101 Phase | clinical +rials—
trial is are;and- an we-e : may-be;-open —label studies-study ,
where both the patient and 1nvest1gat0r know Whether the patient is receiving the 1nvest1gat10na1 product candidate er-an
existing-teensed-biologteatproduet-. Most typically, open —label clinical trials test only the investigational product candidate
and sometimes do so at different dose levels. Open- label clinical trials are subject to various limitations that may exaggerate any
therapeutic effect as patients in open —label clinical trials are aware when they are receiving treatment. In addition, open —label
clinical trials may be subject to an “ investigator bias ” where those assessing and reviewing the physiological outcomes of the
clinical trials are aware of which patients have received treatment and may interpret the information of the treated group more
favorably given this knowledge. Fhe-For instance, the FDA may also not consider open —label clinical trials to be adequate and
well controlled trials sufficient to support BLA licensure. Any preclinical studies or clinical trials that we may conduct may not
demonstrate the safety, purity, and potency necessary to obtain regulatory licensure to market our product eandidates—-
candidate . If the results of our ongoing or future preclinical studies and clinical trials are inconclusive with respect to the
safety, purity, and potency of our product eandidates— candidate , if we do not meet the clinical endpoints with statistical and
clinically meaningful significance or if there are safety concerns associated with our product eandidates— candidate , we may be




prevented or delayed in obtaining marketing licensure for these--- the product eanedidates— candidate . In some instances, there
can be significant variability in safety, purity, and potency results between different preclinical studies and clinical trials of the
same product candidate due to numerous factors, including changes in trial procedures set forth in protocols, differences in the
size and type of the patient populations, changes in and adherence to the clinical trial protocols and the rate of dropout among
clinical trial participants. Results of our trials could reveal a high and unacceptable severity and prevalence of these or other side
effects. If that were to occur, or if other developers of similar products were to find an unacceptable severity or prevalence of
side effects with their candidates, our trials could be suspended or terminated, and the FDA or comparable foreign regulatory
authorities could order us to cease further development of or deny licensure of our product eandidates— candidate for any or all
targeted indications. Product- related side effects could also affect patient recruitment or the ability of enrolled patients to

Complete an ongoing trial or result in potentml product lldblllty claims. Se&ﬁse#he—etﬁeefﬂe—ef—pree%esﬂﬁg—fer—%-

Any of these occurrences may ugmhcantly harm our business, financial Condltlon and prospects. Further our product
eandidates-— candidate could cause undesirable side effects in clinical trials related to on- target toxicity. If en—targettoxtetty-an
unacceptable safety profile is observed or if our product eandidates— candidate have-has characteristics that are unexpected,
we may need to abandon their-its development or limit development to more narrow uses or subpopulations in which the
undesirable side effects or other characteristics are less prevalent, less severe or more acceptable from a risk- benefit
perspective. Many compounds that initially showed promise in early —stage testing for treating cancer have later been found to

cause side effects that prevented further development of the compound. Interim Ourpreelinteatprograms-may-experienee
delays-ormay neveradvanee-to-top - line and prehmmary data from our ClllllCd] trials that we announce —Whieh—weﬂ-}d

adverselyaffeetour—- or publish from ab

timely—- time basis-or-at-at-to time may change as more patlent data become avallable and are subject to audlt and
verlﬁcatlon procedures that could result in materlal changes to the final data -I-n—erdeieF rom time to tlme, we may

eeﬁtre-l-}ed-hne or prehmmary data from our chmcal trials. Befere-For example, in November 2024 we eatreommenee
announced preliminary data from our Phase 1 clinical trial of micvotabart pelidotin. Preliminary data from clinical trials
that for-aproducteandidate;-we mustmay complete extensive-preelinteatstudies-are subject to the risk that support-one otr—
or plannedHNDs-more of the clinical outcomes may materially change as patient enrollment continues and more patient
data become available. Preliminary or top- line data also remain subject to audit and verification procedures that may
result in the final data being materially different from the preliminary data we previously published. Preliminary or top-
line data may include, or-for simitar-example, data regarding a small percentage of the patients enrolled in a clinical trial

apphea-t—teﬂs— and such prehmmary data should not er@”ﬁ*s—rn—feretgn—eeﬂﬁtﬂes—We—eanﬂet—be viewed as eertainofthe
; an 1nd1catlon, behef e&nnet—pfed-tet—rﬁt-he—F-DA—or guarantee that

y or-our busmess prospects and
partiers mdy cause us-to-enr

includes significant significantly use or d1str1but10n restrictions or safety warnings...... may have to conduct additional clinical
trials . Any failures or setbacks involving the FACT Platform or the APXiMAB Platform, including adverse events, could have
a detrimental impact on our research pipeline and future success. Our business depends not only on our ability to
successfully develop, obtain regulatory licensure for, and commercialize our product candidate, but to continue to
generate new product candidates through our FACT Platform and APXiMAB Platform (the Platforms). Any failures or
setbacks involving the FACTPlatferm-Platforms erthe-APXiMABPlatform-, including adverse events, could have a
detrimental impact on our research pipeline and future success. For example, we may uncover a previously unknown risk
associated with the FACTPlatform-Platforms er-the-APXiMABPRlatform-or other issues that may be more problematic than we
currently believe, which may prolong the period of observation required for obtaining regulatory approval, necessitate
additional clinical testing or result in the failure to obtain regulatory licensure. If the FACTPlatform-Platforms or-the
ARXIMABPlatforaror any of their respective components that are used in our product candidates are not safe, we would be
required to abandon or redesign other product candidates we develop via the FACTPatform-Platforms orthe-ARXIMAB
Platferm-, which could have a material adverse effect on our business, financial condition, results of opemtlons and prospects -




-l-teeﬂsttfe—er—&eh-teve—m&fket—aeeeptaﬁee— lf we Cannot validate our technology pldtfmm by sucgessfully commewldllzum ploduct
candidates, we may not be able to obtain product, licensing or collaboration revenue in future periods, which would adversely
affect our business, financial condition, results of operations and prospects. We are parties to and may in the future enter into
additional agreements with third parties under which those parties have or will be granted a license to develop product
candidates discovered using our APXiMAB platferm-Platform . If any such programs are not successful or if disputes arise
related to such programs, we may not realize the full commercial benefits from such programs. Our APXiMAB platform
Platform has enabled the discovery of several product candidates with potential utility in multiple therapeutic areas and has
lesulted n -ﬁVe—several ploomms thdt ha\ e been llcensed to thnd partles 1ndudmo larger globdl blophdrmaceutlcal companies

biefeehﬁe-}egy—eefmaames—Suc arr. dlmelnents genelally allow the llcensmg pdmes to Control the amount dnd timing of
resources that they dedicate to the development or potential commercialization of any product candidates they develop from the
technology we ha\ e licensed to them, subject to any | territorial or field of use Iestrlctlons in the ]1(,61]86 —I-n—add-l-t—teﬂ,ﬂ*pe*rgeﬂ

from the llcensees that will require various levels of success w 1th their product Candldate de\/elopment program in order f01 us to
generate revenue from them. Our ability to generate revenue from these licensing arrangements will depend on our
counterparties’ abilities to successfully develop and commercialize the product candidates they are developing. We cannot
pledlct the success of dny llcensmo ploomm thdt we enter into or whether such program will ledd to any medmlmful mllestone




particular product candidates and fall to capltallze on product candldatei that may be more profitable or for Wthh thele is a
greater likelihood of success. As a result of our limited financial and managerial resources, we must make strategic decisions as
to which targets and product candidates to pursue and may forego or delay pursuit of opportunities with other targets or product
candidates or for other indications that later prove to have greater commercial potential. Our resource allocation decisions may
cause us to fail to capitalize on viable commercial products or profitable market opportunities. Failure to properly assess
potential product candidates could result in our focus on product candidates with low market potential, which would harm our
business, financial condition, results of operations and prospects. Our spending on current and future research, product
candidates and discovery programs for specific targets or indications may not yield any commercially viable products. If we do
not accurately evaluate the commercial potential or target market for a particular product candidate, we may relinquish valuable
rights to that product candidate through collaboration, licensing or other royalty arrangements in cases in which it would have
been more ddvantageous for us to retain sole development and commercrallzatlon rights to such product candidate. H-we-reaeh

feseﬂrees—Whteh—eet&d—hﬁfm—emeﬂsmess—The market may not be receptlve to mlcvotabart pelldotmseme—efaﬂ-y—e-f—eur

produet-eandidates-because they-are-it is based on our novel therapeutic modality, and we may not generate any future revenue

from the sale or licensing of this product eandidates— candidate . Even if regulatory licensure is obtained for a-our product
candidate, we may not galn sufﬁclent market acceptance among phys1c1ans, patlents, healthcare payors geﬂefafe-efsus’f&'rﬂ

others in the pfeduet—medlcal commumty Mlcvotabart pelidotin is 0t-heﬁﬂse—aeeepted—rfrt-he—mafket—86me—preduet-
eandidates-that-we-are-developingare-based on the FACT Platform whieh-is-e : te-a :

future success depends on the successful development of this novel therapeutic approach Addmonally, the regulatory licensure
process for a novel product eandidates— candidate such as ours can be more expensive and take longer than for other, better-
known or extensively- studied product candidates. No regulatory authority has granted licensure for any therapeutic using the
FACT Platform. As a result of these factors, it is more difficult for us to predlct the time and cost of product candlddte
development ;& P vh A
produets-. Any development problems we experience in the future related to aﬂ-y—e-f—our programs— program may cause
significant delays or unanticipated costs or may prevent the development of a commercially viable product. Advancing our
products creates significant challenges for us, including educating medical personnel regarding the potential potency and safety
benefits, as well as the challenges, of incorporating our product eandidates— candidate , if approved, into treatment regimens
and establishing the sales and marketing capabilities to gain market acceptance, if approved. Any of these factors may prevent
us from commercializing any-efour product eandidates— candidate we may dev elop ona tlmely or profmble basis, if at all.

Market paﬁietpaﬁfs—wﬁh—stgmﬁe&rﬁ—mﬂ-ue&ee-ever—dcceptdnce of

depend on, among other factors: ¢ the tlmlng of our recelpt of any marketing dnd commercmhzatron licensures; ° the terms of
any licensures and the countries in which licensures are obtained; ¢ the safety, purity, and potency of our product eandidates—
candidate ; - the prevalence and severity of any adverse side effects associated with our product eandidates-— candidate ; * the
limitations or warnings contained in any labeling approved by the FDA, or other comparable foreign regulatory authorities; * the
relative convenience and ease of administration of our product eandidates— candidate ;  the willingness of patients to accept
any new methods of administration; ¢ the success of our physician education programs; ¢ the availability of adequate
government and third —party payor reimbursement; ¢ the pricing of our products, particularly as compared to alternative



treatments; and ¢ the availability of alternative effective treatments for the disease indications our product eandidates—-
candidate are-is intended to treat and the relative risks, benefits and costs of those treatments. If any product candidate we
commercialize fails to achieve market acceptance, it could have a material and adverse effect on our business, financial
condition, results of operations and prospects. We are early in our development efforts. Our lead product eandidates— candidate
, micvotabart pelidotin PYX-264-, is PYX—106-and-PY¥YX—10%-are-in the early stages of clinical development. The results of
preclinical studies and early —stage clinical trials may not be predictive of future results in later studies or trials. Initial success in
clinical trials may not be indicative of results obtained when these trials are completed or in later- stage clinical trials. The
results of preclinical studies may not be predictive of the results of clinical trials, and the results of any early —stage clinical
trials that are continuing may not be predictive of the results of the later —stage clinical trials. In addition, initial success in
clinical trials may not be indicative of results obtained when such trials are completed on in later stage clinical trials. In
particular, the small number of patients in our planned-earty-Phase 1 clinical trials— trial may make the results-- result of these

thls tﬂals—~ trial lees predrctrve of the outcome of later clrnrcal trials —Feleex&mplereveﬂ—rﬁweeessﬁilﬁhefeﬁ&ts-eﬁoeﬂeehmeal

clrnrcal data often are %u%ceptrble to varying interpretations and analyses and many companies that have belleved their product
candidates performed satisfactorily in preclinical studies and clinical trials nonetheless have failed to obtain marketing licensure
of their products. Our clinical trials may not ultimately be successful or support further clinical development of micvotabart
pelidotin any-efeurprodueteandidates- There is a high failure rate for product candidates proceeding through clinical trials.
Many companies in the pharmaceutical and biotechnology industries have suffered significant setbacks in clinical development
even after achieving encouraging results in earlier studies. Any such setbacks in our clinical development could materially harm

our business, results of operations, financial condition and prospects. If Additionatly-from-time-to-time;-we or may-publish

intertm;-top—tine-or-our preliminary-datafromrcollaborators experlence delays or dlfﬁcultles in the enrollment of patlents
m our clrnrcal trials , these —I-ntefmdata—freﬁa—clmrcal trials thatw :

a&t—herit&t—ieﬂs,—i—ﬁaﬁy—could be delayed or prevented We may not be able to contrnue Cllnrcal tr1al€ for our product e&nd-réates»
candidate if we are unable to locate and enroll a sufficient number of eligible patients to participate in these trials, as required

by the FDA or srmrlafother comparable forengn regulatory authorities etttsrde—e%the—Ufnted—St&tes—Wh&e—we—beheve—that—we

difﬁet&&ﬁ—wrﬁ—b&te-emeﬂjaaﬁefﬁs—feﬁﬂal&&rthesefare—mdwamﬂs— Our abrlrty to 1dent1fy and—sues who will enroll ehgrble

patients for clinical trials may turn out to be limited or we may be slower in enrolling these trials than we anticipate. In addition,
some of our competitors have ongoing clinical trials for product candidates that treat the same indications as our product
eandidates— candidate and, as a result, patients who would otherwise be eligible for our clinical trials may instead elect to enroll
in clinical trials of our competitors’ product candidates. Patient enrollment in clinical trials is also affected by other factors
including: * the severity of the disease under investigation; ¢ the size and nature of the patient population;  the eligibility
criteria for the trial in question; ¢ the competing clinical trials or approved therapies which present an attractive alternative to
patients and their physicians; ¢ the perceived risks and benefits of the product candidate under study, including as a result of
adverse effects observed in similar or competing therapies; ¢ the efforts to facilitate timely enrollment in clinical trials; ¢ the
patient referral practices of physicians; ¢ the burden on patients due to the scope and invasiveness of required procedures under
clinical trial protocols, some of which may be inconvenient and / or uncomfortable; ¢ the ability to monitor patients adequately
during and after treatment;  the proximity and availability of clinical trial sites for prospective patients; ¢ the risk that a high
number of patients fail during screening or enrolled patients will drop out or die before completion of the trial; « patients
failing to complete a clinical trial or returning for post- treatment follow- up; and  our ability to manufacture the requisite
materials for a patient and clinical trial. Our or our collaborators inability to timely enroll a sufficient number of patients for
our clinical trials, based or-ourinability-te-do-so-on atimely-basis-the above factors or others . woudd-could result in
significant delays and could require us to abandon one or more clinical trials altogether. Enrollment delays in our clinical trials
may result in increased development costs for our product eandidates— candidate , which would cause the value of our
company to decline and limit our ability to obtain additional financing. Our product eandidates— candidate may cause
undesirable and unforeseen side effects or have other properties impacting safety that could halt tket-its clinical development,
delay or prevent thetrits regulatory licensure, limit the#-its commercial potential or result in significant negative consequences.
Undesirable side effects caused by our product eandidates— candidate could cause regulatory authorities to interrupt, delay or
halt clinical trials and could result in a more restrictive label or the delay or denial of regulatory licensure or approval by the
FDA or other regulatory authorities. As is the case with oncology drugs, it is likely that there may be side effects associated
with their use. Results of our trials could reveal a high and unacceptable severity and prevalence of these or other side effects. In
such an event, our trials could be suspended or terminated, and the FDA or comparable foreign regulatory authorities could
order us to cease further development of or deny licensure or approval of our product eandtdates— candidate for any or all
targeted indications. Such side effects could also affect patient recruitment or the ability of enrolled patients to complete the trial
or result in potential product liability claims. Any of these occurrences may materially and adversely affect our business,
financial condition, results of operations and prospects. Further, clinical trials by their nature utilize a sample of the potential



patient population. With a limited number of patients and limited duration of exposure, rare and severe side effects of our
product eandidates—- candidate may only be uncovered with a significantly larger number of patients exposed to the product
candidate. In the event that anyefour product eandidates- candidate reeetve-receives regulatory licensure or approval and we
or others later identify undesirable side effects eaused—by—eﬂe—e—f—eiﬁpfeduets— any of the followrng adverse events could occur,
which could result in thedess-efsignificant negative consequences reven A 6
of-operations-and-business— * regulatory authorities may withdraw their hcenqure or approval of the product or seize the product;
* we may be required to recall the product or change the way the product is administered to patients; ¢ additional restrictions
may be imposed on the marketing of the particular product or the manufacturing processes for the product or any component
thereof; * we may be subject to fines, injunctions or the imposition of civil or criminal penalties; * regulatory authorities may
require the addition of labeling statements, such as a “ black box ” warning or a contraindication; * we may be required to create
a medication guide outlining the risks of such side effects for distribution to patients; * we could be sued and held liable for
harm caused to patients; ¢ the product may become less competitive; and ¢ our reputation may suffer. If we do not achieve our
projected development goals in the timeframes we announce and expect, the commercialization of our products may be delayed
and, as a result, our stock price may decline. From time to time, we estimate the timing of the anticipated accomplishment of
various scientific, clinical, regulatory and other product development goals, which we sometimes refer to as milestones. These
milestones may include the commencement or completion of preclinical studies and clinical trials and the submission of
regulatory filings and may be associated with payments from collaborators. From time to time, we may publicly announce the
expected timing of some of these milestones. All of these milestones are and will be based on numerous assumptions. The actual
timing of these milestones may vary dramatically compared to our estimates, in some cases for reasons beyond our control. If
we do not meet these milestones as publicly announced, or at all, our revenue may be lower than expected, the
commercialization of our products may be delayed or never achieved and, as a result, our stock price may decline. We may face
significant competrtron from other oncology- focused blotechnology and pharmaceutlcal entities , and t-hat—have—éeve{eped

to compete ée—er—thetﬁeehﬂe-}eg&es—&fe-mefe—effeetwe-effect abi
produet-eandidates-may-be-adversely-affeeted-. The development and commercmhzatlon of therapeutlc brologrcal products is

highly competitive. We compete with a variety of multinational biopharmaceutical companies and specialized biotechnology
companies, as well as technology being developed at universities and other research institutions. Our competitors have
developed, are developing or will develop product candidates and processes competitive with our product eandidates—
candidate . Competitive therapeutic treatments include those that have already been approved or licensed and accepted by the
medical community and any new treatments that enter the market. We believe that a significant number of products are
currently under development, and may become commercially available in the future, for the treatment of conditions for which
we may try to develop product candidates. The biotechnology and pharmaceutical industries, including the oncology subsector,
are characterized by rapidly evolving technologies, intense competition -and &-strong defense of intellectual property and
proprietary technologies. Any product eandidates— candidate that we successfully commercialize may setbe competitive with
currently marketed therapies and any new therapies commercialized in the future. We are aware of several companies that are
developing cancer immunotherapies and ADCs. Many of these companies are well- capitalized and, in contrast to us, have
significant clinical experience, and may include our existing or future collaborators. In addition, these companies compete with
us in recruiting scientific and managerial talent and the patient pool available for participation in clinical trials which could
negatively impact our ability to execute our business plan . Our success will partially depend on our ability to develop and
protect therapeutics that are more safe, pure, and potent than competing products. Our commercial opportunity and success will
be reduced or eliminated if competing products that are safer, more effective, or less expensive than the therapeutics we develop
are commercialized. If our product eandidates— candidate are-is licensed, they-it will compete with a range of therapeutic
treatments that are either in development or currently marketed. Many companies are active across various stages of
development in the oncology subsector and are marketing and developing products that employ similar ADC and
immunotherapy approaches. As of Oetober-February 2623-2025 , there were approximately 364-650 ADCs in clinical or
preclinical development worldwide, of which the vast majority are being developed for the treatment of various cancer
indications. Additionally, there are several large and small companies working on various immunotherapy approaches for
treatment of cancer. Multiple companies are also involved in the development of ADC therapeutics and immunotherapies,
including, but not limited to, AbbVie Inc., Abcure, Inc., ADC Therapeutics SA, Alligator Bioscience AB, Astellas Pharma, Inc.,
AstraZeneca plc, Celldex Therapeutics, Inc., Daiichi Sankyo Company, Ltd., Eucure Biopharma, a subsidiary of Biocytogen,
Heffmann—EaReehe-AG;-Genentech, Inc., Grlead Sciences, Inc, GlaxoSmithKline, plc, Lyvgen Biopharma, Nextcure, Inc.,
Pﬂzer Phrlogen S. p A Merck Sharpe Dohme (MSD) and Rakuten Medlcal Inc. Weetnapfeel-mtea-l—kBGaﬂd

fesal-&ng—ffem—eur—teehﬂe-}egy—}n—addﬁreﬁ—we—a-}se—face competrtron on qpecrﬂc targeti 1nclud1ng the target of our mlcvotabart
pelidotin PY=X—26+-candidate, EDB FN , from Philogen S. p. A. ;-and-as well as the-other emerging agents in key indications

of interest including R / M HNSCC. Merus’ s EGFR and LGRS target-targeting of-eurPY>X-biclonic, petosemtamab, and
Blcara s EGFR / TGF -1-96—pfe&uet—eaﬂd-tdate-beta targetlng blfunctlonal B—S-I-—%@T—ﬁcerafusp alfa (BCA101) frefn

pe—are notable competltors éeve{eptﬁg—GD‘l-G-—based

ns-that are rtargeting patient populations of interest to




micvotabart pelidotin and pose a potentially significant threat to our clinical development strategy. Other competitors
may also include agents targeting specific segments such as HPYV HNSCC, namely Hookipa’ s and PDS Biotech’ s
vaccines and agents such as Nanobiotix’ s radioenhancer that may be used earlier in the treatment sequence.
Furthermore, there are also some ADCs such as Sacituzumab govitecan, Gilead’ s TROP- 2 ADC, Pfizer’ s Nectin- 4
targeting ADC, enfortamab vedotin, and AZ’ s AZD9592, a dual targeting ADC against EGFR and ¢cMET that are in
cllnlcal development in HNSCC and have shown prellmlnary clinical efﬁcacy in early stage tr 1als —typ-tea-H-y—rn

O A L d d

t-her&ptes— Many 01‘ our competitors hax e s1gn1tlcantlv greater scientific, 1esea1eh and de\ elopment Capdbllmes as w ell as
greater financial, technical, manufacturing, marketing, sales and supply resources or experience than we do. H-Competitive
products may make any products we develop obsolete owing to treatment paradigm shifts or noncompetitive, reducing
the addressable market before we recover the expense of developing and commercializing our product candidate. Such
competitors could also recruit our employees, which could negatively impact our level of expertise and our ability to

execute our business plan. We believe that our ability to successfully compete obtainrtieensure-for-any producteandidate;

we-will depend faee-eompetition-based-on many-different-faetors-, ineluding-among the-other things: * safety;purity-and
poterey-of-our ability to develop and protect therapeutics that are more effective and safer than competing products ;-5 ©

our ability to innovate with rapidly evolving technologies; ¢ the case with which our products can be administered and the
extent to Whlch patlents au:ept relativ ely new routes of admlmstratlon 53 © the t1mm,¢: dnd scope of regulatory licenses for these
va antts : ; ; —price ;-of our product candidate and
whether coverage and adequate levels of 1elmbu1sement are avallable under health insurance planS° . eevefage—&ﬂd—pa-tent

ogt i i ated-a abbre\ 1ated l1eensure p&t-h—way—pathways
-fer—btekag-tea-l—pfe&uets—t-ha-t— and . the length of tlme e arc granted market bwsrm&a-ﬁe—eﬁrtefehaﬂgeable—wrth—&n—F-DA-

product l1ab111tv and if we are undble to obtain sufficient insurance coverage, such fdllule Could have a mdtendl and adx erse
effect on our business, financial condition, results of operations and prospects. We expect to be exposed to significant product
liability risks inherent in the development, testing and manufacturing of our product eandidates— candidate and products, if
approved. Product liability claims could delay or prevent completion of product candidate development programs. If we
succeed in marketing products, such claims could result in an FDA investigation of the safety and effectiveness of our products,
our third —party manufacturer’ s mantfaetaring-processes and facilities or our marketing programs and potentially a recall of our
products or more serious enforcement action, including limitations on the approved indications for which our product eandidates
- candidate may be used or suspension or withdrawal of licenses. Regardless of the merits or eventual outcome, liability claims
may also result in decreased demand for our products, injury to our reputation, costs to defend the related litigation, a diversion



of management’ s time and our resources, substantial monetary awards to trial participants or patients and a decline in our stock
price. In addition, we may be subject to liability based on the actions of our existing or future collaborators in connection with
their development of products using the FACT Platform or the APXiMAB Platform. Furthermore, clinical trial and product
liability insurance is becoming increasingly expensive. As a result, we may be unable to maintain sufficient insurance at a
reasonable cost to protect us against losses caused by product liability claims that could have a material and adverse effect on
our business, financial condition, results of operations and prospects. Risks Related to Regulatory Licensure or Approval and
Other Legal Compliance Matters The regulatory licensure and approval processes of the FDA and other comparable foreign
regulatory authorities are lengthy, time- consuming and inherently unpredictable and, if we are ahtimately-unable to obtain
marketing licensure or approval for our product eandidates— candidate , our business will be substantially harmed. The time
required to obtain approval or licensure by the FDA and other comparable foreign regulatory authorities is unpredictable but
typically takes many years following the commencement of clinical trials and depends upon numerous factors, including the
substantial discretion of the regulatory authorities. In addition, approval and licensure policies, regulations or the type and
amount of clinical data necessary to gain approval or licensure may change during the course of a product candidate’ s clinical
development and may vary among jurisdictions. We have not obtained marketing approval or licensure for any product
candidate, and it is possible that nerne-efour existing product candidate, or any product candidates ;-eranyprodueteandidates
we may seek to develop in the future, will ever-never obtain marketing approval or licensure. Our product eandidates—
candidate could fail to receive marketing licensure in the Hnited-States-U. S. for many reasons, including the following: * the
FDA may disagree with the design or implementation of our clinical trials; * we may be unable to demonstrate to the satisfaction
of the FDA that &the product candidate is safe, pure, and potent; ¢ results of clinical trials may not meet the level of statistical
significance required by the FDA for licensure; * we may be unable to demonstrate that a product candidate’ s clinical and other
benefits outweigh its safety risks; * the FDA may disagree with our interpretation of data from preclinical studies or clinical
trials; « data collected from clinical trials of our product eandidates— candidate may not be sufficient to support the submission
of a BLA to the FDA or other submission or to obtain marketing licensure in the Hnited-States-U. S. ;  the FDA may find
deficiencies with or fail to approve the manufacturing processes or facilities of third —party manufacturers with which we
contract for clinical and commercial supplies; and ¢ the licensure policies or regulations of the FDA may significantly change in
a manner rendering our clinical data insufficient for licensure. This lengthy licensure process as well as the unpredictability of
future clinical trial results may result in our failing to obtain regulatory licensure to market any-efour product eandidates—-
candidate , which would significantly harm our business, results of operations, financial condition and prospects. The FDA has
substantial discretion in the licensure process and determining when or whether regulatory licensure will be obtained for any-ef
our product eandidates— candidate . Even if we believe the preliminary data collected from clinical trials of our product
eandidates- candidate are-is promising, such preliminary data may not be sufficient to support licensure by the FDA. In
addition, even if we were to obtain licensure, regulatory authorrtleq may appr ove aﬂ-y—e-f—our product e&nd-lda’ees— candidate for
fewer or more limited indications than we request ;-may-ne 0 P , may grant a
license contingent on the performance of costly post- marketrng chnrcal tr1a1% or may approve or hcense a product candldate
with a label that does not include the labeling claims necessary or desirable for the successful commercialization of that product
candidate. Any of the foregoing scenarios could materially harm the commercial prospects for our product eandidates—
candidate . Even if we ebtainFDA-receive regulatory licensure for-any-of our product eandidates— candidate in-the-United
-Sf&tes— we w1ll be subJect to ongomg regulatory obllgatlons and continued regulatory review maynever-obtairapproval-or

, which woeuld-timitour-ability to-realize-their-fullbmarket

appfev&l-er—ﬁeeﬂsufe—in—i&tem&&eﬁa{—maﬁeets—}ﬁwe farl to comply wrth regulatory requrrements -m—mteﬁ&at-leﬂal—m&rkets—er—te

s -0 experience unantrclpated problem% Wrth our product eandidates—
candldate lf aﬁy—e-ﬁour product ea-nd-tdates» candldate are-is licensed or approved by regulatory authorities, they will be
subject to ongoing regulatory requirements for manufacturing, labeling, packaging, storage, advertising, promotion, sampling,
record- keeping, conduct of post- marketing studies, track and trace, serialization, post- market adverse event reporting, and
submission of safety, purity, potency, efficacy and other post- market information, including both federal and state requirements

in the Unrted State% and requlrements of comparable foreign regulatory authorrtleq n-addittonwe-will-be-subjeet-to-eontintued




d'}stribttt-ieﬂ—met-heds—p&&eﬁt—regis’fﬂes—dnd efheihﬂsiﬁn&nrmz&ﬁerﬁee}s—Gempar&b-}e— oreign 1umldtolv duthomlcs will
continue may-also-have-programs-simitar-to REMS-monitor closely the safety profile of any product even after approval . If
Tnaddittonif-the FDA or a-eemparable-foreign regulatory autherity-authorities ieenses-er-become aware of new safety
information after appreves-approval eur-of a product eandidates— candidate , we-witthave-to-eomply-with-they may require
labeling changes or establishment of a Risk Evaluation and Mitigation Strategies (REMS), if not already established in
pre- approval, or similar strategy, impose significant restrictions on its indicated uses or marketing, or impose ongoing

requirements tnel-&d-mg—scrbfmsreﬁs—e-ﬁs&fefy—aﬂd-efher—for potentlally costly postapproval studles or posl fn&rket-rng—~

-f&i-}ufe—te-eempl-y—\\ ith regulatory requirements and standards. Later discovery of prev1ously unknown problems w1th our
product candldate lndy y—re{d—v&ﬂeﬁs—resul-ts— result Fin consequences including , among other things : ° restrictions en-sueh
and warnings on the labeling ermatketing-of a product;

reg 1uncmcnls to conduct posl nmlkctmg xludlcs or ehnteal-trialsswarningletters-or
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w 1thd1dW al of the product from the deket or Vv oluntarv or mandatory ploduct 1eedlls * fines, warning letters or holds on clinical
trials; « refusal by the FDA and simtar-comparable foreign regulatory authorities to approve pending applications or
supplements to approved applications filed by us or suspension or revocation of licenses; ¢ product seizure or detention or
refusal to permit the import or export of our product eandidates— candidate ; and * injunctions or the imposition of civil or
criminal penalties. We Non—eomphanee-with-Buropean-tnterr, or EUsrequirementsregarding safety monitoring-or
pharmaeovigitanee-and any collaborators, must comply with requirements related-te-concerning advertising and promotion
for our product candidate for which we or the-they development-of-obtain marketing licensure. Promotional
communications with respect to prescription biological products are subject to a variety of legal and regulatory
restrictions and must be consistent with the information in the product’ s approved labeling. Thus, we, and any
collaborators, will not be able to promote any products we develop for 1nd1cat10ns for-- or uses for whlch the blologlcal
product is not licensed. The FDA and the-other p por d r-agencies

actively enforce the laws and regulations prohibiting the promotion of off- label uses and a company that is found to have
improperly promoted off- label uses may be subject to significant finanetal-penalties-liability. However , and-noen-physicians
may, in their independent medical judgment, prescribe legally available products for off - eemplianee-withpediatrie
feqtufemeﬁts—may—pfeveﬂt—label uses. The FDA does not fegu-}ateﬁ'—regulate the behavror of physwlans in appfeva}s—frem

proteetion-of treatments nalties-and-sane i A—If we decide to seek
additional Breakthrough Therapy des*gﬂaﬁeﬁ—Demgnatlon and / or Fast Track Des1gnat10n by the FDA, even if granted for
any of our product eandidates— candidate , may not lead to a faster development or regulatory review or licensure process and it
does not increase the likelihood that our product eandidates— candidate will receive marketing licensure. We may seek
additional Breakthrough Therapy Designation and / or Fast Track Designation for our product candidate. For example, in
February 2025, the FDA granted Fast Track Designation for use of micvotabart pelidotin in the treatment of adult
patients with R / M HNSCC whose disease has progressed following treatment with platinum- based chemotherapy and
an anti- PD- (L) 1 antibody. The FDA may withdraw the Fast Track Designation if the clinical development program no
longer meets the criteria for Fast Track Designation. There is no assurance that the FDA will grant these designationr
designations to any of fer-ourproduet-eandidates-and-some-or-our current atbofour— or future product candidates. A
Breakthrough Therapy is defined as a drug that is intended, alone or in combination with one or more other drugs or biological
products, to treat a serious or life- threatening disease or condition and for which preliminary clinical evidence indicates that the
drug or biological products may demonstrate substantial improvement over existing therapies on one or more clinically
significant endpoints, such as substantial treatment effects observed early in clinical development. For product candidates that
have been designated as Breakthrough Therapies, increased interaction and communication between the FDA and the sponsor
of the trial can help to identify the most efficient path for clinical development while minimizing the number of patients placed
in ineffective control regimens. Drugs designated as Breakthrough Therapies by the FDA may also be eligible for other
expedlted apprO\ al ploomms mcludum aeee}er&ted—Accelerated a-pprev&l—Approval and Prlorlty Rev1ew if they meet

[

Marketing applications submltted by sponsors of ploducts in Fast Tlchk de\ elopment may qualify for pﬂeﬂ-t—y—PrlorltyfeweW



Review under the policies and procedures offered by the FDA, but the Fast Track destgnatten-Designation does not assure any
such qualification eruttimate-marketing Heensure-by-the FDA-. The FDA may withdraw any has-bread-diseretion-whether-or
nottogrant-Fast Track desrgna&en—Demgnatlon —so-at any tlme In any even—event-rf—we—bel-te“ve- the receipt of a
te g attor-Designation and / or rthere-ean-benio
v eetve F ast Track destgnation-Designation -we-for a product
candldate may not expeﬂenee-result ina faster development proces% review or lrcensure compared to eenvent-tenal—standard
review and do not assure ultlmate licensure by the FDA p 3
t . In addition , even if our product candldate quahﬁes asa Breakthrough
Therapy, the FDA may later decide that the product no longer meets the conditions for qualification. Additionally , the
FDA may withdraw Fast Track destgnation-Designation if it believes that the designation is no longer supported by data from
our clinical development program. The FDA may withdraw any Fast Track designattenrDesignation at any time. If we decide to
seek Orphan Drug Designation for any of our current or future product candidates, we may be unsuccessful or may be unable to
maintain the benefits associated with Orphan Drug Designation, including the potential for supplemental market exclusivity. We
may seek Orphan Drug Designation for one or more of our current or future product candidates. For example, in May 2023, the
FDA granted Orphan Drug Designation s-er-for micvotabart pelidotin ©BB;ferPYX-264-in pancreatic cancer. Also, the FDA
granted ©BB-Orphan Drug Designation for PYX- 107 in the treatment of soft tissue carcinoma, esophageal and GEJ cancers.
Regulatory authorities in some jurisdictions, including the Hntted-States-U. S. and Europe, may designate drugs or biological
products for relatively small patient populations as orphan drugs. Under the Orphan Drug Act, the FDA may grant orphan
designation to a drug or biological product intended to treat a rare disease or condition, defined as a disease or condition with a
patient population of fewer than 200, 000 in the Hnited-States-U. S. , or a patient population greater than 200, 000 in the Hnited
States-U. S. when there is no reasonable expectation that the cost of developing and making available the drug in the Hntted
States-U. S. will be recovered from sales in the Yntted-States-U. S. for that drug or biological product. In the Untted-States-U. S.
, Orphan Drug Designation entitles a party to financial incentives such as opportunities for grant funding towards clinical trial
costs, tax advantages and user- fee waivers. After the FDA grants Orphan Drug Designation, the identity of the drug or
biological product and its potential orphan use are disclosed publicly by the FDA. Orphan Drug Designation does not convey
any advantage in, or shorten the duration of, the regulatory review and licensure process. If a product that has Orphan Drug
Designation subsequently receives the first FDA approval or licensure for a particular active ingredient for the disease for which
it has such designation, the product is entitled to orphan product exclusivity, which means that the FDA may not approve any
other applications, including an NDA or BLA, to market the same drug or biological product for the same indication for seven
years, except in limited circumstances such as a showing of clinical superiority to the product with orphan drug exclusivity or if
the FDA finds that the holder of the orphan drug exclusivity has not shown that it can assure the availability of sufficient
quantities of the orphan drug to meet the needs of patients with the disease or condition for which the biological product was
designated. As a result, even if ene-efour product eandidates— candidate receives orphan exclusivity, the FDA can still approve
or license other drugs or biological products that have a different active ingredient for use in treating the same indication or
disease. Further, the FDA can waive orphan exclusivity if we are unable to manufacture sufficient supply of our product. We
may seek Orphan Drug Designation for our product eandidates— candidate in additional orphan indications in which there is a
medically plausible basis for the use of these-this product eandidates-- candidate . Even if we obtain Orphan Drug Designation,
exclusive marketing rights in the Batted-States-U. S. may be limited if we seek licensure for an indication broader than the
orphan designated indication and may be lost if the FDA later determines that the request for designation was materially
defective or if we, through our manufacturer, are unable to assure sufficient quantities of the product to meet the needs of
patients with the rare disease or condition. In addition, although we intend to seek Orphan Drug Designation for other product
candidates, we may never receive these designations. The U. S. Congress is also considering updates to the orphan drug
provisions of the Federal Food, Drug, and Cosmetic Act (FDCA ) in response to a reeent-2021 1 1th Circuit decision. Any
changes to the orphan drug provisions could change our opportunities for, or likelihood of success in obtaining, orphan drug
exclusivity and would materially adversely affect our business, financial condition, results of operations, cash flows and
prospects. Accelerated appreval-Approval by the FDA, even if granted, may not lead to a faster development or regulatory
review or approval process and it doeq not 1ncrea§e the lrkelrhood that our product e&nd-ldates» candldate erl receive marl(etrng
licensure. [f not granted we-s A €
Yntted-States-, we may be requrred to Conduct addrtronal nonclrnrcal and clrnrcal %tudres and trrals beyond those that we
currently contemplate ;-wh A en AHHRE &8 or-delay-the
ﬁmtng—e%ebta-tnmg—neeessary—markeﬁng—heermﬁe— Even 1f we receive aeeelerated—appreval—frem—t-he—F—DA—t-hfeugh—t-he
Accelerated Approval Pregram-, if our confirmatory post- marketing trial does not verify clinical benefit, or if we do not comply
with rigorous post- marketing requirements, the FDA may seek to withdraw aeeelerated-Accelerated approvat-Approval . We
plan to seck aeeelerated-Accelerated approval-Approval of micvotabart pelidotin PY2X—26+-andP¥YX-—166-and may seck
approval of future product candidates s#stng-through the FDA’ s aceelerated-Accelerated approval-Approval pathway
Program . For any licensure to market a biological product, we must provide the FDA and comparable foreign regulatory
agenetes-authorities with clinical data that adequately demonstrate the safety, purity, and potency of the product for the
indication applied for in the NDA or BLA or other respective regulatory filings. The Accelerated Approval Program is one of
several approaches used by the FDA to make prescription drugs or biological products more rapidly available for the treatment
of serious or life- threatening diseases. Section 506 (c) of the FDCA provides that the FDA may grant aeeelerated-Accelerated
approval-Approval to “ a product for a serious or life- threatening condition upon a determination that the product has an effect
on a surrogate endpoint that is reasonably likely to predict clinical benefit, or on a clinical endpoint that can be measured earlier
than irreversible morbidity or mortality, that is reasonably likely to predict an effect on irreversible morbidity or mortality or




other clinical benefit, taking into account the severity, rarity, or prevalence of the condition and the availability or lack of
alternative treatments. ” Licensure through the Accelerated Approval Program is subject, however, to the requirement that a
sponsor perform adequate and well controlled post- marketing clinical trials to verify and describe the drug’ s clinical benefit,
where there is uncertainty as to the relationship of the surrogate endpoint to the clinical benefit, or of the observed clinical
endpoint to ultimate outcome. Typically, clinical benefit is verified when post- marketing clinical trials show that the biological
productq provide a clinically meaningful positive therapeutic effect, that is, an effect on how a patient feels, functions, or

survives. If required, these confirmatory trials must be eompleted-with-due-diligenee-and-underway prior to Accelerated
Approval , pursuant to the Food and Drug Omnibus Reform Act of 2022 (;e+-FDORA 5) enacted in 2022 and rmay-regtire

thatsuehstudtesbe-tnderway—-- under prierte-FDA’ s draft guidance on “ Accelerated apprevat-Approval and
Considerations for Determining Whether a Confirmatory Trial is Underway ” made available in January 2025 . If such
confirmatory post- marketing trials fail to confirm the product’ s clinical profile or risks and benefits, the FDA may withdraw
aeeelerated-A ccelerated approval-Approval of the product. The FDA has broad discretion with regard to licensure through the
Accelerated Approval Program y-and even if we believe that the Accelerated Approval Program is appropriate for one of our
products, we cannot assure you that the FDA will ultimately agree. The FDA may also change its policies with respect over
Accelerated Approval over time. For example, in March 2023, the FDA announced the availability of draft guidance on *
Clinical Trial Considerations to Support Accelerated Approval of Oncology Therapeutics, ” in which the Agency outlined, and
invited public comment on, its “ preferred approach ” of randomized controlled trials, including those that provide for longer
term follow- up that could fulfill a post- pestmarketing----- marketing requirement to verify clinical benefit. The frthat-draft
guidance, while not finalized, included statements where the FDA acknowledged that historically, single- arm trial designs
and response endpoints have most commonly been used in oncology, but noted that such trials have limitations. Furthermore,
even if we do obtain licensure through the Accelerated Approval Program, we may not experience a faster development process,
review, or licensure compared to conventional FDA procedures. Even if the FDA reviews a BLA seeking aeeelerated
Accelerated appreval-Approval , there can be no assurance that licensure will be granted on a timely basis, or at all. The FDA
may disagree that the design of, or results from, our studies support aeeelerated-Accelerated appreval-Approval . Additionally,
the FDA could require us to conduct further studies or trials prior to granting licensure of any type, including by determining
that licensure through the Accelerated Approval Program is not appropriate and that our clinical trials may not be used to
support licensure through the conventional pathway. We might not be able to fulfill the FDA’ s requirements in a timely manner,
which would cause delays, or licensure might not be granted because our submission is deemed incomplete by the FDA. There
also can be no assurance that after subsequent FDA feedback we will continue to pursue licensure through the Accelerated
Approval Program. A failure to obtain licensure through the Accelerated Approval Program could result in a longer time period
to obtain licensure of our products, could increase the cost of our products’ development, could delay our ability to
commercialize our products and could significantly harm our financial position and competitive position in the marketplace.
Even if we receive licensure for one of our products through the Accelerated Approval Program, we will be subject to rigorous
post- marketing requirements, including the completion of one or more confirmatory post- marketing trials as the FDA may
require, to verify the clinical benefit of the product, and submission to the FDA of all promotional materials prior to their
dissemination. These requirements could adversely impact the timing of the commercial launch of the product. Even if we do
receive aeeelerated-Accelerated approval-Approval , we may not experience a faster development or regulatory review or
licensure process. Further, receiving aeeelerated-Accelerated apprevat-Approval does not provide assurance of ultimate full
FDA licensure. The FDA could seck to withdraw aeeelerated-Accelerated approval-Approval for multiple reasons, including if
we fail to conduct any required confirmatory post- marketing trial with due diligence, our confirmatory post- marketing trial
does not confirm the predicted clinical benefit, other evidence shows that the product is not safe, pure, or potent under the
conditions of use, or we disseminate promotional materials that are found by the FDA to be false and misleading. Further
description of the expedited withdrawal process was released by the FDA in the recent draft guidance Expedited
Program for Serious Conditions — Accelerated Approval of Drugs and Biologics (December 2024). Moreover, Congress is
considering potential changes to the Accelerated Approval Program that could impact our ability to obtain Accelerated
Approval, or increase the burdens associated with post- marketing requirements in the event we do obtain Accelerated
Approval. In particular, the FDA must specify certain conditions for required postapproval studies for products that
receive Accelerated Approval, which may include enrollment targets and milestones, including the target date for study
completion, by the time the drug is approved. The FDA may also require postapproval studies to be underway at the
time of Accelerated Approval or within a specified time period following Accelerated Approval for such drugs, and must
explain any instances where it does not require such studies. FDA’ s January 2025 draft guidance on Accelerated
Approval and Considerations for Determining Whether a Confirmatory Trial is Underway, while not finalized, suggests
that FDA generally intends to consider a confirmatory trial to be" underway" prior to Accelerated Approval if (1) the
trial has a target completion date that is consistent with diligent and timely conduct of the trial, considering the nature of
the trial’ s design and objectives, (2) the sponsor’ s progress and plans for postapproval conduct of the trial provide
sufficient assurance to expect timely completion of the trial, and (3) enrollment of the confirmatory trial has been
initiated. Any delay in obtaining, or inability to obtain, licensure through the Accelerated Approval Program, or any issues in
maintaining approval granted under the Accelerated Approval Program, would delay or prevent commercialization of our
products, and would materially adversely affect our business, financial condition, results of operations, cash flows and prospects.
If foreign regulatory authorities approve biosimilar versions of amy-efour product eandidates— candidate that receive marketing
approval, or such authorities do not grant our product eandidates— candidate appropriate periods of data or market exclusivity
before approving generic versions of our product eandidates—- candidate , the sales of our product eandidates— candidate could
be adversely affected. In the EU and the UK, innovative medicinal products are authorized based on a full marketing



authorization application and conditional authorization (as opposed to an application for marketing authorization that relies on
data in the marketing authorization dossier for another, previously approved medicinal product). Applications for marketing
authorization for innovative medicinal products must contain, inter alia, the results of pharmaceutical tests, preclinical tests and
chnrcal trials Conducted w1th the rnedlcrnal product for Wthh rnarketlng authorrzatron is sought (&nd—wd&efe—appheab-}e—t-he

0 W ow)- A marketing
authorrzatron can be obtalned via the centrahzed procedure or the national procedure The centrahzed procedure results in a
single marketing authorization, issued by the European Commission (based on the opinion of the EMA), which is valid across
the entire European Economic Area (56+-EEA ;) which comprises the EU, Iceland, Liechtenstein and Norway. The centralized
procedure is compulsory for human drugs that are (i) derived from biotechnology processes, such as genetic engineering; (ii)
contain a new active substance indicated for the treatment of certain diseases, such as HIV / AIDS, cancer, diabetes,
neurodegenerative diseases, autoimmune and other immune dysfunctions and viral diseases; (iii) designated orphan medicines;
and (iv) advanced- therapy medicines, such as gene therapy, somatic cell therapy or tissue- engineered medicines. The
centralized procedure may at the request of the applicant also be used in certain other cases. The centralized procedure would be
mandatory for the product eandidates-— candidate we are developing. Where an applicant for a marketing authorization submits
a full dossier containing its own pharmaceutical, preclinical tests and clinical trials data, and where the application does not fall
within the © global marketing authorization’ of an existing medicinal product, reference product candidates may receive eight
years of data exclusivity and an additional two years of market exclusivity, upon grant of the marketing authorization. If
granted, during the data exclusivity period, applicants for approval of biosimilars cannot rely on data contained in the marketing
authorization dossier submitted for the already authorized, or reference product candidate, to support their application. The
market exclusivity period prevents a successful biosimilar applicant from commercializing its product in the EU until 10 years
have elapsed from the initial marketing authorization of the reference product in the EU, but a biosimilar marketing
authorization application can be submitted during this time. The overall 10- year market exclusivity period can further be
extended by one more year if, during the first eight years of those 10 years, the marketing authorization holder obtains an
authorization for one or more new therapeutic indications which, during the scientific evaluation prior to their authorization, are
held to bring a significant clinical benefit in comparison with existing therapies. However, even if a compound is considered to
be a new active substance and the innovator is able to gain the period of data and market exclusivity, provided that no other
intellectual property or regulatory exclusivities apply, another unrelated company could also apply for a marketing authorization
and market another competing medicinal product for the same therapeutic indication if such company obtained its own
marketing authorization based on a separate marketing authorization application based on a full self- standing scientific data
package supporting the application. In the EU, there is a special regime for biosimilars, or biological medicinal products that are
similar to a reference medicinal product but that do not meet the definition of a generic medicinal product, for example, because
of differences in raw materials or manufacturing processes. For such products, the results of appropriate preclinical testing or
clinical trials must be provided, and guidelines from the EMA detail the type of quantity of supplementary data to be provided
for different types of biological products. There are currently no such guidelines for complex biological products such as gene or
cell therapy medicinal products, and so in the short term it is unlikely that biosimilars of those products will be approved in the
EU. However, gurdance from the EMA states that they w111 be consrdered in the future in hght of the sc1ent1ﬁc knowledge and
regulatory experrence gamed at the trme In the EU : g 6 0 w-med

t-he—E-U—the crlterra for desrgnatrng an orphan rnedlcrnal product ” are similar in pr1nc1ple to those in the Hﬁtted—St&tes—
medicinal product may be designated as orphan if (1) it is intended for the diagnosis, prevention or treatment of a life-
threatening or chronically debilitating condition (2) either (a) such condition affects no more than five in 10, 000 persons in the
EU when the application is made or (b) the product, without the benefits derived from orphan status, would not generate
sufficient return in the EU to justify investment and (3) there exists no satisfactory method of diagnosis, prevention or treatment
of such condition authorized for marketing in the EU, or if such a method exists, the product will be of significant benefit to
those affected by the condition. The application for Orphan Drug Designation must be submitted before the marketing
authorization application. Orphan Drug Designations entitle a party to financial incentives such as reduction of fees or fee
waivers and are, upon grant of a marketing authorization, entitled to 10 years of market exclusivity. During the 10- year market
exclusivity period, the EMA cannot accept another marketing authorization application, or grant a rnarketing authorization or
accept an application to extend an ex1st1ng marketrng authorrzatlon for the same therapeutlc 1nd1cat10n 1n respect of a similar
medrcrnal product ; ; ; ; A8 ; ; ;

erphanindieations—Orphan Drug Desrgnatlon does not convey any advantage in, or shorten the duration of, the regulatory
review and approval process. The ten- year market exclusivity may be reduced to six years if, at the end of the fifth year, it is
established that the product no longer meets the criteria for Orphan Drug Designation, for example, if the product is sufficiently
profitable not to justify maintenance of market exclusivity. At any time, a marketing authorization may be granted to a similar



product for the same indication if: 1. the second applicant can establish that its product, although similar, is safer, more effective
or otherwise clinically superior; 2. the holder of the marketing authorization for the original orphan medicinal product has given
his consent to the second applicant; or 3. the holder of the marketing authorization for the original orphan medicinal product is
unable to supply sufficient quantities of the medicinal product. Although the UK has left the EU, its regulatory legal framework
provides for similar periods of protection (namely regulatory data exclusivity, marketing protection and market exclusivity).
Competition that our product eandidates— candidate may face from biosimilar versions of our product eandidates— candidate
could materially and adversely impact our future revenue, profitability and cash flows and substantially limit our ability to
obtain a return on the investments we have made in these—- the product eandidates— candidate . Our future revenues,
profitability and cash flows could also be materially and adversely affected and our ability to obtain a return on the investments
we have made in these-this product eandidates- candidate may be substantially limited if our product eandidates— candidate ,
if and when approved, are not afforded the appropriate perteds— period of non- patent exclusivity . Qur failure to obtain
regulatory approval in international jurisdictions would prevent us from marketing our product candidate outside the
U. S. and the sales of our product candidate could be adversely affected. In order to market and sell our product
candidate in other jurisdictions, we must obtain separate marketing approvals for those jurisdictions and comply with
their numerous and varying regulatory requirements. We may not obtain foreign regulatory approvals on a timely basis,
or at all. The approval procedure varies among countries and can involve additional testing. The time required to obtain
approval may differ substantially from that required to obtain FDA approval. The regulatory approval process outside
the U. S. generally includes all of the risks associated with obtaining FDA approval. In addition, in many countries
outside the U. S., product reimbursement approvals must be secured before regulatory authorities will approve the
product for sale in that country. Obtaining foreign regulatory approvals and compliance with foreign regulatory
requirements could result in significant delays, difficulties and costs for us and could delay or prevent the introduction of
our product candidate in certain countries. Further, clinical trials conducted in one country may not be accepted by
regulatory authorities in other countries and regulatory approval in one country does not ensure approval in any other
country. Our failure to obtain approval of our product candidate by foreign regulatory authorities may negatively
impact the commercial prospects of such product candidate and our business prospects could decline . The failure to
obtain required regulatory clearances or approvals for any companion diagnostic tests that we may pursue may prevent or delay
approval of amy-efour product eandidates— candidate . Moreover, the commercial success of a any-efenrproduct eandidates—
candidate that require-requires a companion diagnostic will be tied to the receipt of any required regulatory clearances or
approvals and the continued availability of such tests. We may seek to identify patient subsets within a disease category that
may derive selective and meaningful benefit from the product candidate we are developing. Through collaborations or
license agreements, companion diagnostics may help us to more accurately identify patients within a particular subset,
both during our clinical trials and in connection with the commercialization of our product candidate, if approved. [n
connection with the clinical development of our product eandtdates— candidate for certain indications, we may work with
collaborators to develop or obtain access to companion diagnostic tests to identify appropriate patients for our product
eandidates— candidate . We may rely on third parties for the development, testing and manufacturing of these companion
diagnostics, the application for and receipt of any required regulatory clearances or approvals, and the commercial supply of
these companion diagnostics . Companion diagnostics are subject to regulation by the FDA and comparable foreign
regulatory authorities as a medical device and may require separate regulatory authorization prior to commercialization
. The FDA and foreign regulatory authorities regulate companion diagnostics as medical devices that will likely be subject to
clinical trials in conjunction with the clinical trials for product candidates, and which will require separate regulatory clearance
or approval prior to commercialization. This process could include additional meetings with health authorities, such as a pre-
submission meeting and the reqmrement to submit an investigational device exemption (erIDE ). In the case of a companion
diagnostic that is designated as “ significant risk device, ” approval of an IDE by the FDA and an Institational-Review Board;-or
IRB ;is required before such diagnostic is used in conjunction with the clinical trials for a corresponding product candidate. We
or our third —party collaborators may fail to obtain the required regulatory clearances or approvals, which could prevent or delay
approval of our product candidates. In addition, the commercial success of apy-efour product eandidates— candidate that
requires a companion diagnostic will be tied to and dependent upon the receipt of required regulatory clearances or approvals
and the contmued ’1b111ty 01‘ such third pames to mdke the compdmon dld}:nostlc Commercmlly available to us on redsondble




phyqlclanq and thlrd -—party payors are %ubject dlrectly or indirectly, to federal and state healthcare fraud and abuse laws fal%e
claims laws, and other healthcare laws and regulations. If we are unable to comply or have not fully complied with these laws,
we could face substantial penalties. Healthcare providers, physicians and third —party payors in the Hnited-States-U. S. and
elsewhere will play a primary role in the recommendation and prescription of any product candidates for which we obtain
marketing licensure. Our current and future arrangements with healthcare professionals, principal investigators, consultants,
customers, drug wholesalers / distributors, pharmacy benefit managers, and third —party payors subject us to various federal and
state fraud and abuse laws and other healthcare laws that may constrain the business or financial arrangements and relationships
through which we research, develop, sell, market and distribute our product eandidates-- candidate , if we obtain marketing
licensure. In particular, the research of our product eandidates— candidate , as well as the promotion, sales and marketing of
healthcare items and services, as well as certain business arrangements in the healthcare industry, are subject to extensive laws
designed to prevent fraud, kickbacks, self- dealing and other abusive practices. These laws and regulations may restrict or
prohibit a wide range of pricing, discounting, marketing and promotion, structuring and commission (s), certain customer
incentive programs and other business or financial arrangements. Ensuring that our business arrangements with third parties
comply with applicable healthcare laws and regulations will likely be costly. The shifting compliance environment and the need
to build and maintain robust and expandable systems to comply with multiple jurisdictions with different compliance or
reporting requirements increases the possibility that a healthcare company may run afoul of one or more of the requirements. It
is possible that governmental authorities will conclude that our business practices may not comply with current or future
statutes, regulations, or case law involving applicable fraud and abuse or other healthcare laws and regulations. If our operations
are found to be in violation of any of these laws or any other governmental regulations that may apply to us, we may be subject
to significant civil, criminal and administrative penalties ;-3 damages 53 fines -3 disgorgement -3 imprisonment § ;-erexclusion
from participating in government- funded healthcare programs, such as Medicare and Medicaid; additional reporting
requirements and oversight if we become subject to a corporate integrity agreement or similar agreement to resolve allegations
of non- compliance with these laws; contractual damages; reputational harm; and / or the curtailment or restructuring of our
operations. If the physicians or other providers or entities with whom we expect to do business are found not to be in compliance
with applicable laws, they may be subject to significant criminal, civil or administrative sanctions, including exclusion from
government- funded healthcare programs. Even if resolved in our favor, litigation or other legal proceedings relating to
healthcare laws and regulations may cause us to incur significant expenses and could distract our technical and management
personnel from their normal responsibilities. In addition, there could be public announcements of the results of hearings,
motions or other interim proceedings or developments. If securities analysts or investors perceive these results to be negative, it
could have a substantial adverse effect on the price of our common stock. Such litigation or proceedings could substantially
increase our operating losses and reduce the resources available for development, manufacturing, sales, marketing or
distribution activities. Uncertainties resulting from the initiation and continuation of litigation or other proceedings relating to
applicable healthcare laws and regulations could have an adverse effect on our ability to compete in the marketplace. Fhe
sueeessful-Even if we eommeretalization-commercialize of-our product candidate, it etr- or any other product candidates

the-Untted-States-and-elsewhere-will-depend-in-that we develop, may become subject to unfavorable pricing regulations or
thlrd p&ﬁt—party eﬁ—t-he—exteﬁt—te-coverage or relmbursement practlces, which t-hifd—pa-rtry—payefs—me}udmg—gevemmenfa}

pfeduet—eaﬂdidafes—'rﬁ@pfewd—could -l-nﬁrt—harm our business ability : 4 4 : g
generaterevente-. Significant uncertainty exists as to the coverage and reimbursement status of any products for which we may
obtain regulatory licensure. -I-n—t-he—Hﬁrted—Sf&tes—and—m—et-hefeetmtﬂes—Our ablllty to successfully commerclallze our product
candidate will depend . in part, pati :
to which coverage and adequate relmbursement for any products for Whlch we obtaln marketlng authonzatmn will be
avallable from thlrd arty-pay 0 < v

g—Med-teafe—Med-ie&td—ef—’PRI-%RE?— managed care pr0V1der§ private health insurers, health maintenance organizations and

other organizations is-essenitial-. In the U. S., no uniform policy for coverage mostpatientsto-be-able-to-afford-medieat
serviees-and reimbursement for pharmaceutical products sueh-as-ourproduet-eandidates-exists among third party payors .

Thlrd —par ty payorq demde which medlcatlons they W111 pay for and establish reimbursement levels ; therefore —Our-abiity-to
7 , m—paﬁ,—eﬂ—t-he—exteﬁt—te—wlﬂeh—coverage and adequafe

authorization could dlffer qlgnlﬁcantly from pay01 to payor. One payor’ s determination to provide coverage for a product does
not assure that other payors will also provide coverage and reimbursement for the product. Payors consider a number of factors
when determining whether to cover a new product, including, for example, whether the product is a covered benefit under its
health plan; safe, effective and medically necessary; appropriate for the specific patient; cost- effective; and neither
experimental nor investigational. Third —party payors may also limit coverage to specific products on an approved list, or



formulary, which might not include all of the FDA- approved products for a particular indication if they are granted
Accelerated Approval. Failure to obtain or maintain coverage and adequate reimbursement for our product candidate,
if approved, could limit our ability to market the products and decrease our ability to generate revenue . Moreover, a
payor’ s decision to provide coverage for a product does not imply that an adequate reimbursement rate will be approved. The
process for determining whether a payor will provide coverage for a product may be separate from the process for setting the
reimbursement rate that the payor will pay for the product. Even if coverage is provided, the approved reimbursement amount
may not be hléh enough to allow us to establish or maintain prlclng sufficient to realize a suﬁlclent return on our 1nvestment Ar

sure that coverage dnd rennbursement -rn—t-he—U-mted—Stafes—Wlll be avallable for eureurrent-orfutire-produet-eandidates-orfor
any proeedures-using-oureurrentproduct that we commercialize and, if reimbursement is available, what the level of

reimbursement will be. Limitation on coverage and reimbursement may impact the demand orfor futare-produet
eandidates-, or the prlce of and our ablllty to successfully commerclahze any fetmbufseﬂ&eﬁt—product candldate that we
develop. may ; y :
products ddnnnlstered under the supervision of a physician, obtarnlng coverage and ddequate rennbursement may be pdrtlcularly
difficult because of the higher prices often associated with such drugs. Additionally, separate reimbursement for the product
itself may or may not be available. Instead, the hospital or administering physician may be reimbursed only for providing the
treatment or procedure in which our product is used. Further, increasing efforts by third —party payors in the Hnited-States-U. S.
and abroad to cap or reduce healthcare costs may cause payor organizations to limit both coverage and the level of
reimbursement for newly approved products and, as a result, they may not cover or provide adequate payment for our product
eandidates— candidate . In order to secure coverage and reimbursement for any product that might be approved for sale, we
may need to conduct expensive pharmacoeconomic studies in order to demonstrate the medical necessity and cost- effectiveness
of our products, in addition to the costs required to obtain FDA or comparable marketing authorizations or approvals.
Additionally, we may also need to provide permissible discounts to purchasers, private health plans or government healthcare
programs. Our product eandidates-— candidate may nonetheless not be considered medically necessary or cost- effective. If third
—party payors do not consider a product to be cost- effective compared to other available therapies, they may not cover the
product after marketing authorization or approval as a benefit under their plans or, if they do, the level of payment may not be
sufficient to allow a company to sell its products at a profit. We expect to experience pricing pressures from third —party payors
in connection with the potential sale of any-efour product eandidates— candidate . Fastly-The regulations that govern
marketing approvals . coverage and reimbursement for new drug products vary widely from country to country.
Current and future legislation may significantly change the approval requirements in ways that could involve additional
costs and cause delays in obtaining approvals. In some fereign-countries, the prepesed-pricing for a drug must be approved

before the drug may be tawfatly-marketed. Fherequirements-governing-drag-In many countries, the pricing review period
begins after marketing vafyhvvﬁ&e}y—ffeﬁa—eeuﬁﬁy—te-eetm’fw—Feﬁ or ex&mp}e—EU—Mefﬂher—Stafe&eafrfesfﬂet—&re—raﬂge—ef
medretna—l—pfe&uefs» product llce Wt ;

There can be no assurance that any country that-haspriee
ets-will allow favefab-}e-rennburiement and pricing arrangements

recoup our 1nvestment Enacted and future healthcare legrsldtlon may increase the difficulty and cost for us to progress our
clinical programs and obtain marketing licensure or approval of and commercialize our product eandidates— candidate and may
affect the prices we may set. In the Baited-States-U. S. and other jurisdictions, there have been, and we expect there will
continue to be, a number of legislative and regulatory changes and proposed changes to the healthcare system that could affect
results of our future operations. In particular, there have been and continue to be a number of initiatives at the U. S. federal and
state levels that seek to reduce healthcare costs and improve the quality of healthcare. For example, the Inflation Reduction Act
(IRA), which was signed into law on August 16, 2022, allows Medicare to: beginning in 2026, establish a “ maximum fair price
” for a fixed number of pharmaceutical and biological products covered under Medicare Parts B and D following a price
negotiation process with the Centers for Medicare and Medicaid Services (CMS); and, beginning in 2023, penalize drug
companies that raise prrces for products cov ered under Medicare Parts B and D r"lster than inflation, among other reforms EMS

peﬂed-e—%}&ﬂuaﬂ—l—%@%te—M&feh—}l—}G%—lt 18 unclear how future regulatory actlon% to 1mplement the IRA, as Well as the



outcome of pending litigation against the IRA, may affect our products and future profitability. See Part I, Item 1, Government
Regulation — ©ther-Healthcare Faws—and Data Privacy Regulation — Healthcare Reform of this Annual Report on Form 10- K
for additional detail on recent healthcare reform efforts that could affect our operations. We expect that additional state and
federal healthcare reform measures will be adopted in the future, any of which could limit the extent to which state and federal
governments cover particular healthcare products and services and could limit the amounts that federal and state governments
will pay for healthcare items and services. This could result in reduced demand for any product candidate we develop or could
result in additional pricing pressures. In markets outside of the Hnited-States-U. S. , reimbursement and healthcare payment
systems vary significantly by country and many countries have instituted price ceilings on specific products and therapies. The
price control regulations outside of the Hnited-States-U. S. can have a significant impact on the profitability of a given market,

and further uncertdmty is introduced if and when these laws change. Fe%ex&mp}erm—@aﬂaéarpﬂee—eeﬁtrel—}egls%&&eﬂ—fer

sel-l-mg—pfe&uets—m—@a—n&éa—We cannot predlet the llkellhood nature or extent of government reouldtlon thdt may arise hom
future legislation or administrative action in the Hnited-States-U. S. or any other jurisdiction. If we , or any third parties we may
engage , are slow or unable to adapt to changes in existing requirements or the adoption of new requirements or policies, or if
we , or these third parties , are not able to maintain regulatory compliance, our product eandidates— candidate may lose any
regulatory licensure or approval that may have been obtained and we may not achieve or sustain profitability . The
biopharmaceutical industry is subject to extensive regulatory obligations and policies that may be subject to significant
and abrupt change, including due to judicial challenges, election cycles, and resulting regulatory updates and changes in
policy priorities. On June 28, 2024, the U. S. Supreme Court issued an opinion holding that courts reviewing agency
action pursuant to the Administrative Procedure Act (APA) “ must exercise their independent judgment ” and “ may not
defer to an agency interpretation of the law simply because a statute is ambiguous. ” The decision will have a significant
impact on how lower courts evaluate challenges to agency interpretations of law, including those by the Department of
Health and Human Services (HHS), CMS, FDA and other agencies with significant oversight of the biopharmaceutical
industry. The new framework is likely to increase both the frequency of such challenges and their odds of success by
eliminating one way in which the government previously prevailed in such cases. As a result, significant regulatory
policies will be subject to increased litigation and judicial scrutiny. In addition, federal agency priorities, leadership,
policies, rulemaking, communications, spending, and staffing may be significantly impacted by election cycles, including,
for example, the current presidential administration’ s commitment to significantly reduce government spending
through cuts to federal healthcare programs and reductions in the workforces of key government agencies, such as HHS,
FDA and CMS. Efforts by the current administration to limit federal agency budgets or personnel may lead to slower
response times and longer review periods, potentially affecting our ability to progress development of our product
candidate or obtain regulatory approval for our product candidate. Any resulting changes in regulation may result in
unexpected delays, increased costs, or other negative impacts on our business that are difficult to predict . Actual or
perceived failures to comply with applicable data protection, privacy and security laws, regulations, standards and other

requnements could adv ersely affect our busmess operatlons and financial condition. In T—I&W

Wel-l—as—reguﬂ}ateryhgtﬁdaﬂee—geveﬂﬁﬂg—the ordlnary course of busmess, we eel-}eet-teﬂ———— collect recelve, store, process,
generate use, dise}es'ctfe—transfeI dlsclose seettﬂty—&ﬂd-pfeeessmg—eﬁaefseﬂal—rﬂ-fefmatteﬁ— make access1ble stteh—as

l B ; . e AR ’
store-dispose of , tf&nsfeihuse-transmlt, and shme or collectlvely, process, pe1s0ndl data and —feSﬂ-l-t—m—l-tabﬂ-rt-y—er—rmpese

additional-eomphianee-or-other eests-emus-sensitive information, including proprietary and confidential business data,
trade secrets, intellectual property, sensitive third party data, business plans, transactions, clinical trial data and
financial information or collectively, sensitive data . Any failure or perceived failure by us to comply with federal, state or
foreign laws or self- regulatory standards could result in negative publicity, diversion of management time and effort and
proceedings against us by governmental entities or others. As—etu'—epef&t-teﬂs—aﬂd-bﬂsmess—grew—ln the U S., federal, state,
and local governments have enacted numerous w 7 v enal-data privacy and
securlty laws, mcludmg data breach notlficatlon laws, personal data prlvacy laws, consumer protection laws (e ane

y 0 . 1r-g., Section 5 of the Federal Trade
Commlssmn Act), and t-he—other Hﬂrted—St&tes—slmllar laws (e. g., w1retappmg laws). moestMost healthcare providers,
including certain research institutions from which we may obtain patient health information, are subject to privacy and security
regulations promulgated under the Health Insurance Portability and Accountability Act of 1996 (HIPPA) , as amended by the
Health Information Technology for Economic and Clinical Health Act (HITECH) s-whteh-we-eoHeetivelyreferto-as HHPAA-
We are not currently acting as a covered entity (health plans, health care clearinghouses and certain health care providers)
or business associate (individuals or entities that create, receive, maintain or transmit individually identifiable health
information in connection with providing a service for or on behalf of a covered entity, as well as their covered
subcontractors) under HIPAA and therefore are not directly regulated under HIPAA. However, any person may be prosecuted
under HIPAA’ s criminal provisions either directly or under aiding- and- abetting or conspiracy principles. Consequently,
depending on the facts and circumstances, we could face substantial criminal penalties if we knowingly receive individually
identifiable health information from a HIPAA- covered healthcare provider or research institution that has disclosed individually
identifiable health information in a manner that is not authorized or permitted under HIPAA. In addition, in the future, we may
maintain sensitive personal information, including health- related information, that we receive throughout the clinical trial




process, in the course of our research collaborations and / or directly from individuals (or their healthcare providers) who may
enroll in patient assistance programs if we choose to implement these types of programs. As a result, we may be subject to data
privacy and security laws protection such information, including state laws requiring notification of affected individuals and
stdte 1eouldt01s in the event of a breach of personal information, whuh is a blOddeI Class of information than the health

—In add-rt—teﬁ—the past few years , eeﬁatn—numerous U S states
have pfepesed—efenacted -}egls-l-a-t-teﬂ—health- speclfic or comprehensive privacy laws that impose certain obligations on
covered businesses, including providing specific disclosures in privacy notices and affording residents with certain rights
concerning their personal data . For instanee-example , Washington ’ s state-reeently-passed-the-My Health My Data Z-Act 5
whiel-willregulate-regulates “consumer health data, Z-which includes is-defined-as=~personal information thatistnked-or
feaseﬂab%y—}mked—te—a—eeﬂsﬁmeﬁaﬂd-ﬂ%&t—ldemmes a consumer’ s past, present, or future physical or mental health. 2Fhe=
However, the My Health My Data 2-Act plowdes exemptlons for personal data used or shared in 1esealch including ddtd
sub]ect to 45 C. F. R. Parts 46, 50, dnd 56. N 8 : : ata 8 G

0t-hefAn0ther example

ewﬂ-s&ﬂeﬁeﬁs—l:&ft-her— the C dllfOlI]ld ( onsumer Pm acy Act of "018 (—eH-he—( C PA ) Weﬂt—rﬂ{e—ef-feet—m—}&ﬂu&ry—as
amended by the California Privacy Rights Act of 2020 (CPRA) , svhieh-collectively CCPA, creates individual data privacy
rights for consumers and operational requirements for companies, including placing increased privacy and security obligations
on entities handling certain personal information of consumers or households —Fhese-; imposes additional data protection
obligations on covered businesses, including additional consumer rights processes; limitations on data uses; new audit
requirements eould-inerease-oureomphanee-eosts-for higher risk data; and petential-Hiabtity-opt outs for certain uses of
sensitive data . The CCPA gives California residents expanded rights to access and delete their personal information, opt out of
certain personal information sharing and receive detailed information about how their personal information is used. The CCPA

prov 1des for Cl\ il penaltles for violations, as—wel-l—as—a—pmdte right of action for ddtd bledLhQS 8 t-ha-t—rs—expeefed—te—rnefease-éa’f&

eeﬁatn—uses—e-ﬁseﬂsﬁ-w&éa’fa—l-t—a-}se—efea{es—created anew C dllfOlI]ld data plOtetthH agency duthonzed to issue substantl\ e
regulations and could result in increased privacy and mtormdtlon seulllty enforcement —'Phe—majeﬂt—y—e-ﬁt-he—pfe&meﬂs—weﬂf

into-effeetondantary+-2023;-and litigation adéd
required-. Similar laws have been adopted fn—et-hefst&tes—ol ploposed in other states and at the federal le\ el. and 1t passed, sud

laws may have potentially conflicting requirements that would make compliance challenging. While these rew-laws may
generally include exemptions for health- related data such as clinical trial data, they add layers of complexity to compliance in
the U. S. market ;-and could increase our compliance costs and adversely affect our business. In the event that-we are subject to
or affected by HIPAA, the CCPA fas-medifted-by-the-CRPRAJ-, or other privacy and data protection laws, any liability from
failure to comply with the requirements of these laws could adversely affect our financial condition. n-additien-Additionally,
the FTC and many state attorneys general are interpreting existing federal and state consumer protection laws to impose
evolving standards for the collection, use, dissemination and security of health- related and other personal information
and in particular health information. Courts may also adopt the standards for fair information practices promulgated
by the FTC, which concern consumer notice, choice, security and access. Consumer protection laws require us to publish
statements that describe how we handle personal information and choices individuals may have about the way we
handle their personal information. If such information that we publish is considered untrue, we may be subject to
government claims of unfair or deceptive trade practices, which could lead to significant liabilities and consequences.
Furthermore, according to the FTC, violating consumers’ privacy rights or failing to take appropriate steps to keep
consumers’ personal information secure may constitute unfair acts or practices in or affecting commerce in violation of
Section 5 of the FTC Act. The FTC has also been active with respect to enforcement of its Health Breach Notification
Rule and in scrutinizing the use and disclosure of sensitive personal information. The FTC finalized changes to the
Health Breach Notification Rule in April 2024. Additionally, the FTC published an advance notice of proposed
rulemaking in 2022 on commercial surveillance and data security, and may implement new trade regulation rules or
other regulatory alternatives concerning the ways in which companies (1) collect, aggregate, protect, use, analyze, and




retain consumer data, as well as (2) transfer, share, sell, or otherwise monetize that data in ways that are unfair or
deceptive in the coming years. Outside the U. S., an increasing number of laws, regulations, and industry standards
govern data privacy and security. For example . the European Union yerEY;-General Data Protection Regulation (;er-EU
GDPR ) and the Umted ngdom S GDPR (UK GDPR) collectlvely GDPR tmpeses—~ 1mpose Stl‘lCt requnements for the

(JDPR 1mposes a number or Compllame oblls_atlons eﬁ—eeﬂtfe-l-}efs-mcludmo -rﬂ{eika-ha—fﬁ—' dccountablhty and transparency
requnements whichrequire-controlers-to-demons ] compliatic d p

additional requirements around the processing 01‘ special Cdteoorres of

persondl dqta (—, mcludum hedlth d&ta—'md ﬂenetlc ddtd 9— The I-ﬂ—&éd-rﬁeﬁ—t-he—E—U—(JDPR a-lse—pfehrbtts—tfaﬂsfefs—e-ﬁpefseﬂa-}

tde O 1 o D
. Companies subjeetteo-the BEH-GDPR-may be subject to robust

reguldtory enforcement of data protection requirements and potential fines for noncompliance of up to € 20 million (under the
EU GDPR) or£17.5 m11110r1 (under the UK GDPR) or up to 4 % of the annual LlObdl turnover of the precedmg year for the

damages—festr}fmg—ffeﬁﬁﬁe-}aﬁeﬁs—ef—fhe—E-U—GBP-K Although we w ork to comply wrth dppllCdble ]dWS regulatrons dnd

standards, our contractual obligations and other legal obligations, these requirements are evolving and may be modified,
interpreted and applied in an inconsistent manner from one jurisdiction to another, and may conflict with one another or other
legal obligations with which we must comply. Any failure or perceived failure by us or our employees, representatives,
contractors, consultants, collaborators, or other third parties to comply with such requirements or adequately address privacy and
security concerns, even if unfounded, could result in additional cost and liability to us, damage our reputation, and adversely
affect our business and results of operations. If we or our third —party manufacturers and suppliers fail to comply with
environmental, health and safety laws and regulations, we could become subject to fines or penalties or incur costs that could
have an adverse effect on the success of our business. We are subject to numerous environmental, health and safety laws and
regulations, including those governing laboratory procedures and the handling, use, storage, treatment and disposal of hazardous
materials and wastes. Our research and development activities involve the use of biological and hazardous materials and
produce hazardous waste products. We cannot eliminate the risk of contamination or injury from these materials, which
could cause an interruption of our commercialization efforts, research and development efforts and business operations,
environmental damage resulting in costly clean- up and / or liabilities under applicable laws and regulations. We
generally contract w ith third parties for the dlsposal of these mdterlals and w astes and —\Ve—cannot ehmmdte the risk of




ehﬂa-rﬂafe—t-he—ﬂsi&e-ﬁaec1delltal contamination or injury -freﬂa—t-hese—m&terta-ls— Upon an event of this nature, we may be held
liable for any resulting damages and such liability could exceed our resources and federal, state erfederator other applicable
authorities may curtail our use of certain materials and / or interrupt our business operations. Furthersenvironmentat
Env1r0nmental laws and regulations are complex, change hequently and have tended to beeome more smnéent —\Ve—e&ﬁﬂet—

fPhese-eufre&t—or future laws and regulatlons may impair our research, development or production effmts Fdllure to comply with
these laws and regulations ase-may result in substantial fines, penalties or other sanctions. Although we maintain workers’
compensation insurance to cover us for costs and expenses ;-we may incur due to injuries to our employees resulting from the
use of hazaldous materials or othel Work related 1njurles this insurance mdy not prov1de adequdte coveras_e dgamst potential

consequences for v101at10ns which can harm our busmess We are subject to varlous federal state, and forelgn government
export eeﬁt-re-l-and 1mp0rt 1aW and regulatlons 8 & 0

bribery and anti- money laundermg laws n the U S and counmes in which we conduct activities. Anti- corruption laws are
interpreted broadly and prohibit companies and their employees, agents, contractors and other collaborators from authorizing,
promising, offering or providing, directly or indirectly, improper payments or anything else of value to recipients in the public or
private sector. We may engage third parties for clinical trials outside of the Hntted-States-U. S. , to sell our products abroad once
we enter a commercialization phase and / or to obtain necessary permits, licenses, patent registrations and other regulatory
approvals. We may also have direct or indirect interactions with officials and employees of government agencies or government-
affiliated hospitals, universities and other organizations. We can be held liable for the corrupt or other illegal activities of our
employees, agents, contractors and other collaborators, even if we do not explicitly authorize or have actual knowledge of these
activities. Any violations of the laws and regulations described above may result in substantial civil and criminal fines and
penalties, imprisonment, the loss of export or import privileges, debarment, tax reassessments, breach of contract and fraud
litigation, reputational harm and other consequences. The biopharmaceutical and medical device industries are subject to
extensive regulatory obligations and policies that may be subject to significant and abrupt change, including due to
judicial challenges, election cycles, and resulting regulatory updates and changes in policy priorities. On June 28, 2024,
the U. S. Supreme Court issued an opinion holding that courts reviewing agency action pursuant to the Administrative
Procedure Act (APA) “ must exercise their independent judgment ” and “ may not defer to an agency interpretation of
the law simply because a statute is ambiguous. ” The decision will have a significant impact on how lower courts evaluate
challenges to agency interpretations of law, including those by HHS, CMS, FDA and other agencies with significant
oversight of the biopharmaceutical and medical device industries. The new framework is likely to increase both the
frequency of such challenges and their odds of success by eliminating one way in which the government previously
prevailed in such cases. As a result, significant regulatory policies will be subject to increased litigation and judicial
scrutiny. In addition, federal agency priorities, leadership, policies, rulemaking, communications, spending, and staffing
may be significantly impacted by election cycles. For example, the current presidential administration’ s commitment to
significantly reduce government spending through cuts to federal healthcare programs and reductions in the workforces
of key government agencies, such as HHS, FDA, and CMS. Efforts by the current administration to limit federal agency
budgets or personnel may result in reductions to agency budgets, employees, and operations, which may lead to slower
response times and longer review periods, potentially affecting our ability to progress development of our product
candidate or obtain regulatory approval for our product candidate. Risks Related to Employee Matters, Managing Our
Growth and Other Risks Related to Our Business If we fail to attract and retain qualified senior management and key scientific
and medical personnel, our business may be materially and adversely affected. Our success depends in part on our continued
ability to attract, retain and motivate highly qualified management and-, clinical and scientific personnel. We are highly
dependent upon members of our senior management, including Lara Sullivan, M. D., our President and Chief Executive Officer,
and Pamela Connealy, our Chief Financial Officer and Chief Operating Officer, as well as our senior scientists , senior medical
personnel and other members of our senior management team. The loss of serviees-one or more of any-our executive officers,
senior scientists, senior medical personnel and other members of these-individuals-our senior management team could
delay or prevent the successful development of our product pipeline, the initiation and completion of our clinical trials or the
commercialization of our product eandidates— candidate or any future product candidates. Competition for qualified personnel
in the pharmaceutical, biopharmaceutical and biotechnology field is intense due to the limited number of individuals who
possess the skills and experience required by our industry. We sw#-may need to hire additional personnel as we expand our
clinical development and if we initiate commercial activities. We may not be able to attract and retain quality personnel on



acceptable terms, or at all. In addition, to the extent we hire personnel from competitors, we may be subject to allegations that
they have been improperly solicited or that they have divulged proprietary or other confidential information, or that their former
employers own their research output. As-Our employees, consultants and collaborators may engage in misconduct eur—- or

other improper activities pfeduet—eaﬂdtdates—&dﬁﬁnee-mte—elﬁneal—mals— 1nclud1ng 1ns1der tradlng we-may-expetietiee
difftenlties-inrmanaging-ourgrowth-and non e time-compliance

with regulatory standards and requlrements. We are exposed to the r1sk that our employees —A—s— consultants,
distributors, and collaborators may engage in fraudulent our— or ; d

A

develop-illegal activity. Misconduct by these parties could include 1ntentlonal reckless ﬁnd-as—we—eeﬁﬁnue—te-epef&te—as—&
publie-eompany,-we-expeet-to-expand-our-

- or negligent conduct or disclosure of unauthorized activities to us that violates
the regulations of the FDA, U. S. regulators and non- U. S. regulators, including those laws requiring the reporting of
true, complete and accurate information to such regulators. We have adopted a code of conduct applicable to all of our

employee-employees base-for-managerial-, operational-officers , finaneial-directors, including consultants, but it is not

always p0551ble to 1dent1fy and deter mlsconduct by our employees and other th1rd

paﬁnefs— parties , supp-hefs—and other—- the organiza th
-ftrtu-re—g-rewt-h—wrl—l—reqtufe—us—to detect -rntegr&te—pfeduets—dnd prevent thls act1V1ty teehﬂe-legy—frefn—the—Mefger—aﬂd-eeﬁ%mue—te

ontrolhng unknown ab-le—te—rmplemeﬁt—m‘rpfevemeﬂts—te-eu% or unmanaged l‘lSkS or losses or in protecting us from

governmental investigations or other actions or lawsuits stemming from a failure to comply with these laws or
regulations. If any such actions are instituted against us and we are not successful in defending ourselves or asserting our
rights, those actions could result in the imposition of significant fines or other sanctions, including the imposition of civil,
criminal and administrative penalties, damages, monetary fines, contractual damages, reputational harm, any of which
could adversely affect our ability to operate our business and our results of operations. Whether or not we are successful
in defending against such actions or investigations, we could incur substantial costs, including legal fees, and divert the
attentlon of mamgement m-feﬂﬂaﬁeﬁ—aﬁd-eeﬁtre-l-s-ysteﬂas—m defendlng ourselves agalnst ﬁn—any of these claims efﬁeteﬁt—ef

1nvest1gatlons Srowth eperatt Ave-o 4 6 i ia itie
results-ef operations-and-prospeets-. We currently have no mdlketmg sales or dlStl‘lbuthI‘l infrastructure and both We—rnteﬂd-te
either-establish-establishing this a-sales-and-marketing-infrastructure or eutsenree-outsourcing this function to a third party -
Fither-of these-eommeretalization-strategtes-carries substantial risks to us. We currently have no marketing, sales, and-or
distribution capabilities because alour product eandidates— candidate are-is still in preelinteat-orclinical development. If any
efour product eandidates— candidate eemplete-completes clinical development and are-is approved, we intend to either
establish a sales and marketing organization with technical expertise and supporting distribution capabilities to commercialize
our product eandidates— candidate in a legally compliant manner, or to outsource this function to a third party. There are risks
involved if we decide to establish our own sales and marketing capabilities or enter into arrangements with third parties to
perform these services. To the extent that we enter into collaboration agreements with respect to marketing, sales or distribution,
our product revenue may be lower than if we directly marketed or sold any approved products. Such collaborative arrangements
with partners may place the commercialization of our products outside of our control and would make us subject to a number of
risks, including that we may not be able to control the amount or timing of resources that our collaborative partner devotes to our
products or our collaborator’ s willingness or ability to complete its obligations, and our obligations under our arrangements may
be adversely affected by business combinations or significant changes in our collaborators’ business strategy. If we are unable to
enter into these arrangements on acceptable terms or at all, we may not be able to successfully commercialize any approved
products. If we are not successful in commercializing any approved products, either on our own or through collaborations with
one or more third parties, our future product revenue will suffer and we may incur significant additional losses, which would
have a material adverse effect on our business, financial condition, and results of operations. Our internal-eomputer-information
technology systems or those of any of our ex1st1ng or futule CROs, m’lnuhcturers other contractors, Consultdnts or

costs, significant liabilities, harm to our reputation dnd matenal dlsruptlon of our opeldnons ln the ord1mry course of our
business, we collect, process, and store proprietary, confidential, and sensitive information, including personal information
(including health information), intellectual property, trade secrets, and proprietary business information owned or controlled by
ourselves or other parties. Despite the implementation of security measures, our internal-eomputer-information technology
systems and infrastructure, and those of our current and any future CROs, manufacturers, other contractors, consultants,
existing or future collaborators and other third —party service providers are vulnerable to damage from various methods,
including cybersecurity attacks, breaches, intenttonal-or-acetdental-mistakes-er-errors , malfeasance , or other technological
failures, which can include, among other things, computer viruses, unauthorized access attempts, including third parties gaining
access to systems using stolen or inferred credentials, ransomware attacks, denial- of- service attacks, phishing attempts, service
disruptions, natural disasters, fire, terrorism, war and telecommunication and electrical failures. As the cyber- threat landscape
evolves, these attacks are growing in frequency, sophistication and intensity, and are becoming increasingly difficult to detect.
Furthermore, because the techniques used to obtain unauthorized access to, or to sabotage, systems change frequently and often
are not recognized until launched against a target, we may be unable to anticipate these techniques or implement adequate



preventative measures. We may also experience security breaches that may remain undetected for an extended period. While we
have implemented security measures designed to protect against security breaches,there can be no assurance that our security
measures or those of our service providers,partners and other third parties,will be effective in protecting against all security
breaches and material adverse effects on our business that may arise from such breaches.The recovery systems,security
protocols,network protection mechanisms and other security measures that we (and our third parties) have integrated into our
platform,systems,networks and physical facilities,which are designed to protect against,detect and minimize security
breaches,may not be adequate to prevent or detect 9erv1ce 1nte1rupt10n system farlure sor data loss . If such an event were to

development pregrams— program and our business operatrons 1nelud1ng without lnnrtatlon, disruptions of our drug
development programs, delays in our regulatory approval efforts, regulatory investigations or enforcement actions, litigation,
indemnity obligations, negative publicity, and financial loss and significant liabilities. In addition, system failures could cause
the loss, theft, exposure, or unauthorized access or use of valuable clinical trial data as a result of accidents, errors or
malfeasance by our employees, independent contractors or others working with us or on our behalf or otherwise disrupt our
clinical activities and be expensive and time- consuming to remedy. Some of the federal, state and foreign government legal
requirements include obligations of companies to notify individuals of security breaches involving particular personally
identifiable information, which could result from breaches experienced by us or by our vendors, contractors or organizations
with which we have formed strategic relationships. Notifications and follow- up actions related to a security breach could impact
our reputation and cause us to incur significant costs, including legal expenses and remediation costs. For example, the loss of
clinical trial data from completed, ongoing or future clinical trials involving our product eandtdates-- candidate could result in
delays in our regulatory licensure efforts and significantly increase our costs to recover or reproduce the lost data. Any breach of
our computer systems may result in a loss of data or compromised data integrity across many of our programs in various stages
of development. We may be required to expend resources 33 modify our business activities and practices ;-3 or modify our
operations {, including our development program activities 33 or information technology in an effort to comply with applicable
data protection laws, privacy policies and data protection obligations. While we have implemented security measures
designed...... material adverse effect on our business. To the extent that any disruption or security breach were to result in a loss
of, or damage to, our data, or inappropriate disclosure of confidential or proprietary information, we could be exposed to
litigation and governmental investigations, the further development and commercialization of our product eandidates—
candidate could be delayed and we could be subject to significant fines or penalties for any noncompliance with certain state,
federal or international privacy and security laws. Our insurance policies may not be adequate to compensate uq for the potentlal
loqsei arrqlng from any such drsruptlon fallure or security breach —In-addition,

7 anee-may not cover all claims made against us and could
have hrgh deductlble% 8 -tn—&ﬂ-y—eveﬂt—&ﬂd—defend-mg—Defendmg a suit, regardless of its merit, could be costly and divert

management attention. In addltlon, such insurance We—eﬁhe—ﬂﬂrrrd—pames—upeﬁ—vmem—we—depeﬂd—may not be avallable to

regulatory and other rlskq associated with conductrng business internationally. We may qeek regulatory approval or hcenqure of
our product eandidates— candidate outside of the United States. Accordingly, we expect that we will be subject to additional
risks related to operating in foreign countries if we obtain the necessary approvals or licenses, including , but not limited to : *
differing regulatory requirements and reimbursement regimes in foreign countries; * unexpected changes in tariffs, trade
barriers, price and exchange controls and other regulatory requirements; ¢ economic weakness, including inflation, or political
instability in particular foreign economies and marketq . comphance Wrth tax, employment nnmlgratlon and labor laws for

employees living or traveling abroad; ¢ foreign ta & urrency fluctuations,
which could result in increased operating expenses and reduced revenue, and other obhgatronq incident to doing business in




Hhant-theHatted-States——potential-ta tederthe ot ;°challenges
enforerng our contractual and 1ntellectua1 property rights, especrally in those forergn countries that do not respect and protect
intellectual property rights to the same extent as the Hnited-States-U. S. ; « production shortages resulting from any events
affecting raw material supply or manufacturing capabilities abroad; and ¢ business interruptions resulting from geo- political
actions, including war and terrorism. These and other risks associated with our international operations may materially adversely
affect our ab111ty to attain or maintain proﬁtable operations. Disruptions at the FDA, the SEC and other government agencies

ould hmder therr ab111ty to hrfe—aﬂd—fet&m—key—leadershtp—aﬂd—et-hef

t-hese—ageﬂeres—&em—perfefmmg———— perform normal busmess functlons on Wthh the operatlon of our busrness may rely, Wthh
could negatively impact our business. The ability of the FDA to review and approve new products can be affected by a variety
of factors, including government badget-and-funding fevels-, ability to hire and retain key personnel and accept the payment of
user fees, and statutory, regulatory and policy changes. Average review times at the agency have fluctuated in recent years as a
result. In addition, government funding of the U. S. Securities and Exchange Commission ( SEC ), and other government
agencies on which our operations may rely, including those that fund research and development activities is subject to the
political process, which is inherently fluid and unpredictable. Disruptions at the FDA and other agencies may also slow the time
necessary for new drugs to be reviewed and / or approved by necessary government agencies, which would adversely affect our
business. For example, in recent years, including in 2018 and 2019, the U. S. government shut down several times and certain
regulatory agencies, such as the FDA and the SEC, had to furlough critical employees and stop critical activities. If a prolonged
government shutdown occurs, it could significantly impact the ability of the FDA to timely review and process our regulatory
submissions, which could have a material adverse effect on our business. Further, future government shutdowns could impact
our ability to access the public markets and obtain necessary capital in order to properly capitalize and continue our operations.
If a prolonged government shutdown occurs, or if global health concerns prevent the FDA or other regulatory authorities from
conducting their regular inspections, reviews, or other regulatory activities, it could significantly impact the ability of the FDA
or other regulatory authorities to timely review and process our regulatory submissions, which could have a material adverse
effect on our business. Risks Related to Our Dependence on Third Parties If we fail to comply with our obligations under any
license, collaboration or other agreements, we may be required to pay damages and could lose intellectual property rights that
are necessary for developing and protecting our product candidates or we could lose certain rights to grant sublicenses. We are a
party to license agreements with Pfizer, Biosion, and the University of Chicago, pursuant to which we in- license patents and
technology for certain of our product candidates, pursuant to which we may license patents and technology for future product
candidates. Our current license agreements and our collaboration agreement impose, and any future license agreements or
collaboration agreements we enter into are likely to impose, various development, commercialization, funding, milestone,
royalty, diligence, sublicensing, insurance, patent prosecution and enforcement and / or other obligations on us. If we breach any
of these obligations, or use the intellectual property licensed to us in an unauthorized manner, we may be required to pay
damages and the licensor may have the right to terminate the license, which could result in us being unable to develop,
manufacture and sell products that are covered by the licensed technology or enable a competitor to gain access to the licensed
technology. Moreover, our licensors may own or control intellectual property that has not been licensed to us and, as a result, we
may be subject to claims, regardless of their merit, that we are infringing or otherwise violating the licensor’ s rights. In
addition, while we cannot currently determine the amount of the royalty obligations we would be required to pay on sales of
future products, if any, the amounts may be significant. The amount of our future royalty obligations will depend on the
technology and intellectual property we use in products that we successfully develop and commercialize, if any. Therefore, even
if we successfully develop and commerelahze products we may be unable to achieve or mamtaln proﬁtabrllty We have—a-l-feady

eaﬂd-idates—we—may—deve{ep—\‘vle-may form or seek addltlonal eollaboratrons or strategic alllances or enter into additional
licensing arrangements in the future. If any of these collaborations, strategic alliances or additional-licensing arrangements are
not successful, we may not be able to capitalize on the market potential of these-—-- the product eandidates-- candidate . We may
in the future form or seek strategic alliances, create joint ventures or collaborations or enter into additional licensing
arrangements with third parties that we believe will complement or augment our development and commercialization efforts

with respect to our current or future product candidates anéd-an P d s-tha may-develor Any of these
relationships may require us to incur non- recurring and other charges increase our near and long term expendltures issue
securities that dilute our existing stockholders or disrupt our management and business. We In-addition;-we-face significant
competition in seeking appropriate strategic partners , and the negotiation process for these sorts of transactions is time-
consuming, complex and expensive. Moreover, we may not be successful in our efforts to establish a strategic partnership or
other alternative arrangements for our product candidates because they may be deemed to be at too early of a stage of
development for collaborative effort and third parties may not view our product candidates as having the requisite potential to
demonstrate safety, potency, purity and efficacy and obtain marketing approval. Additionally, our existing partners may decide
to acquire or partner with other companies developing oncology therapeutics, which may have an adverse impact on our
business prospects, financial condition and results of operations. Further, if we enter into additional collaboration agreements
and strategic partnerships or license our product candidates, we may not be able to realize the benefit of those transactions if we
are unable to successfully integrate them with our existing operations and company culture, which could delay our timelines or
otherwise adversely affect our business prospects, financial condition and results of operations. We also cannot be certain that,
following a strategic transaction or license, we will achieve the revenue or specific net income that justifies the entry into the
transaction in the first place. Any delays in entering into new collaborations or strategic partnership agreements related to our



product candidates could delay the development and commercialization of our product eandidates— candidate in certain
geographies for certain indications, which would harm our business prospects, financial condition and results of operations. We
rely on third parties to manufacture our product eandidates— candidate . Any failure by a third party manufacturer to produce
acceptable raw materials or product eandidates— candidate for us or to obtain authorization from the FDA or comparable
foreign regulatory authorities relating thereto may delay or impair our ability to initiate or complete our clinical trials, obtain
regulatory licensure or approvals or commercialize approved products. We do not currently have, nor do we plan to acquire,
the infrastructure or capability to manufacture or distribute preclinical, clinical or commercial quantities of drug
substance or drug product, including our existing product candidate. We rely on third —party contract manufacturers to

manufacture our preclinical and elinical trial product supplies . We expect and-elinteal-produet-supphies;and-if-wereeetve
attherization-fo continue to marketourproduet-eandidates;we-wiltrely on sueh-third party manufacturers if we receive
regulatory licensure for eemmetetal-supphies-our product candidate . We do not ewirhave complete control over the ability
of er-our operate-third party manufacturers to maintain adequate manufacturing faetlities-for-produeing-sueh-supptes
capacity and capabilities to serve our needs, including quality control, quality assurance and qualified personnel . There
can be no assurance that our preclinical and clinical development product supplies will not be limited, interrupted, or of
satisfactory quality or continue to be available at acceptable prices, whether as a result of inflationary pressures or otherwise. In
particular, any replacement of any of our manufacturers could require significant effort and expense because there may be a
limited number of qualified replacements and could take a significant amount of time to complete. The manufacturing process
for a product candidate is subject to FDA and foreign regulatory authority review. Suppliers and manufacturers must meet
applicable manufacturing requirements and undergo rigorous facility and process validation tests required by regulatory
authorities in order to comply with regulatory standards, such as Current Good Manufacturing Practice (eGMPs-- cGMP) .
In the event that any of our manufacturers fail to comply with such requirements or to perform its obligations to us in relation to
quality, timing or otherwise, or if our supply of components or other materials becomes limited or interrupted for other reasons,
we may be forced to manufacture the materials ourselves, for which we currently do not have the capabilities or resources, or
enter into an agreement with another third party, which we may not be able to do on reasonable terms, if at all. In some cases,
the technical skills or technology required to manufacture our product eandidates— candidate may be unique or proprietary to
the original manufacturer and we may have difficulty transferring such skills or technology to another third party and a feasible
alternative may not exist. These factors would increase our reliance on such manufacturer or require us to obtain a license from
such manufacturer in order to have another third party manufacture our product eandidates—- candidate . If we are required to
change manufacturers for any reason, we will be required to verify that the new manufacturer maintains facilities and procedures
that comply with quality standards and with all applicable regulations and guidelines. The delays associated with the verification
of a new manufacturer could negatively affect our ability to develop our product eandidates-— candidate in a timely manner or
within budget. We expect to continue to rely on third party manufacturers if we receive regulatory licensure for any-our product
candidate. To the extent that we have existing, or enter into future, manufacturing arrangements with third parties, we will
depend on these third parties to perform their obligations in a timely manner consistent with contractual and regulatory
requirements, including those related to quality control and assurance. If we are unable to obtain or maintain third party
manufacturing for our product eandidates-— candidate , or to do so on commercially reasonable terms, we may not be able to
develop and commercialize our product eandidates— candidate successfully. Our or a third party’ s failure to execute on our
manufacturing requirements and comply with cGMP or similar foreign requirements could adversely affect our business in a
number of ways, including: - an inability to initiate or continue clinical trials of the product eaneidates—- candidate under
development; -+ delay in submitting regulatory applications, or receiving regulatory licenses, for the product eandidates—
candidate ; = loss of the cooperation of an existing or future collaborator; «+ subjecting third party manufacturing facilities or
our manufacturing facilities to additional inspections by regulatory authorities; «- requirements to cease distribution or to recall
batches of our product eandidates— candidate ; and = the inability to commercialize a product candidate, and an inability to
meet commercial demands for such products. We may be unable to establish agreements with third party CDMOs, or to do so on
acceptable terms. Even if we are able to establish agreements with CDMOs, reliance on them entails additional risks, including:
=+ reliance on the CDMO for regulatory, compliance and quality assurance; = the possible breach of the manufacturing
agreement by the CDMO; -+ the possible misappropriation of our proprietary information, including our trade secrets and know-
how; and =+ the possible termination or nonrenewal of the agreement by the CDMO at a time that is costly or inconvenient for
us. We have only limited technology transfer agreements in place with respect to our product eandidates— candidate , and these
arrangements do not extend to commercial supply and, in some instances, to clinical supply. We acquire many key materials on
a purchase order basis. As a result, we do not have long- term committed arrangements with respect to our product eandidates—
candidate and other materials. If we receive marketing licensure for anyefour product eandidates— candidate , we will need to
establish an agreement for commercial manufacture with a third party. The CDMOs we retain may not be able to comply with
cGMP regulations or stmitar-comparable foreign regulatory requirements eutside-ofthe-bntted-States-. Our failure, or the
failure of our CDMOs, to comply with applicable regulations could result in sanctions being imposed on us, including clinical
holds, fines, injunctions, civil penalties, delays, suspension or withdrawal of license, license revocation, seizures or recalls of
our product eandidates-— candidate or products, operating restrictions and criminal prosecutions, any of which could
significantly and adversely affect supplies of our products. The facilities used by our contract manufacturers to manufacture our
product eandidates— candidate must be approved by the FDA or the EU Member States in coordination with the EMA pursuant
to inspections that will be conducted after we submit our BLA to the FDA or our marketing authorization application to the
EMA. We do not have complete control over all aspects of the manufacturing process of, and are dependent on, our contract
manufacturing partners for compliance with cGMP regulations for manufacturing. Third —party manufacturers may not be able
to comply with cGMP regulations or simitar-comparable foreign regulatory requirements eutside-ofthe-Untted-States-. [f our



contract manufacturers cannot successfully manufacture material that conforms to our specifications and the strict regulatory
requirements of the FDA or comparable foreign regulatory bodies, they will not be able to secure and / or maintain marketing
licensure for their manufacturing facilities. In addition, we do not have complete control over the ability of our contract
manufacturers to maintain adequate quality control, quality assurance and qualified personnel. If the FDA, EU Member States
and the EMA or other comparable regulatory authorities do not approve these facilities for the manufacture of our product
eattdidates— candidate or if they withdraw any such licensure in the future, we may need to find alternative manufacturing
facilities, which would significantly impact our ability to develop, obtain marketing licensure for or market our product
eandidates-— candidate , if approved or licensed. Our failure, or the failure of our third —party manufacturers, to comply with
applicable regulations could result in sanctions being imposed on us, including fines, injunctions, civil penalties, delays,
suspension or withdrawal of licensure, license revocation, seizures or recalls of products or eur product eandidates-— candidate ,
operating restrictions and criminal prosecutions, any of which could significantly and adversely affect supplies of our product
eandidates-— candidate and harm our business and results of operations. Our product eandidates— candidate and any products
that we may develop may compete with other product candidates and products for access to suitable manufacturing facilities. As
a result, we may not obtain access to these facilities on a priority basis or at all. There are a limited number of manufacturers
that operate under cGMP regulations and that might be capable of manufacturing for us. Any performance failure on the part of
our existing or future manufacturers could delay clinical development or marketing licensure. We do not currently have
arrangements in place for redundant supply or a second source for bulk drug substance. If our current CDMOs cannot perform
as agreed, we may be required to replace such manufacturers. Although we believe that there are several potential alternative
manufacturers who could manufacture our product eandidates— candidate , we may incur added costs and delays in identifying
and qualifying any such replacement manufacturer or be able to reach agreement with any alternative manufacturer. Our current
and anticipated future dependence upon others for the manufacture of our product eandidates— candidate or products may
adversely affect our future profit margins and our ability to commercialize any products that receive marketing licensure on a
timely and competitive basis. A portion of our manufacturing of our product eandidates-—- candidate takes place in China,
through third —party manufacturers. A significant disruption in the operation of those manufacturers could materially adversely
affect our business, financial condition and results of operations. We currently contract manufacturing operations to third parties,
and large quantities of our product eandidates-— candidate are-is manufactured by these third parties globally, including in
China. Any disruption in production or inability of our manufacturers to produce adequate quantities to meet our needs could
impair our ability to operate our business on a day- to- day basis and to continue our development of our product eandidates—-
candidate . Foreign and Furthermore;sinee-certain ofChinese biotechnology companies and CDMOs, may become subject
to U. S. legislation, including these—- the manufacturers-legislation pending in Congress called the BIOSECURE Act. The
Act could impose trade restrictions, sanctions, and other regulatory requirements by the U. S. government, which could
restrict or even prohibit our ability to work with such entities. If we arc leeated-in-China-restricted or prohibited from
working with our current CDMOs , we are-exposed-to-the-possibiity-may incur added costs or reduction of preduet-the
supply disfup&eﬁ—a-nd—rnefeased-eesfs—m—t-he—event—of material available to us ehanges-in-the-polietes-ofthe U—S—er-Chinese

gevefﬁmenfs— delays pehﬁe&l—tuﬁest—eﬁmstab{e-eeaﬂeme—eeﬂémeﬁs—m Ghtna—the procurement 'FO'P or supply of such
s o-tariffs-on our ability to the

manufacture tn—Ghma—our product candldate Any of these matters
could materlally and adversely affect our busmess and results of operations. Any recall of the manufacturing lots or similar
action regarding our product eandidates— candidate used in clinical trials could delay the trials or detract from the integrity of
the trial data and its potential use in future regulatory filings. Our CDMOs may be unable to successfully scale- up
manufacturing of our product eandidates— candidate in sufficient quality and quantity, which would delay or prevent us from
developing our product eandidates— candidate and commercializing approved products, if any. In order to conduct clinical trials
of our product eandidates— candidate , we will need to manufacture themit in large quantities. Quality issues may arise during
scale- up activities. Our reliance on a limited number of CDMOs, the complexity of drug manufacturing and the difficulty of
scaling up a manufacturing process could cause the delay of clinical trials, regulatory submissions, required licensure, or
commercialization of our product eandidates— candidate , cause us to incur higher costs and prevent us from commercializing
our product eandidates— candidate successfully. Furthermore, if our CDMOs fail to deliver the required commercial quality and
quantities of materials on a timely basis and at commercially reasonable prices, and we are unable to secure one or more
replacement CDMOs capable of production in a timely manner at a substantially equivalent cost, then testing and clinical trials
of that-our product candidate may be delayed or infeasible, and regulatory licensure or commercial launch of any resulting
product may be delayed or not obtained, which could significantly harm our business. If we are unable to obtain sufficient raw
and intermediate materials on a timely basis or if we experience other manufacturing or supply difficulties, our business may be
adversely affected. The manufacture of eertatnrefour product eandidates- candidate requires the timely delivery of sufficient
amounts of raw and intermediate materials. We work closely with our suppliers to ensure the continuity of supply but cannot
guarantee these efforts will always be successful. Further, while efforts are made to diversify our sources of raw and
intermediate materials, in certain instances we acquire raw and intermediate materials from a sole supplier. While we believe
that alternative sources of supply exist where we rely on sole supplier relationships, there can be no assurance that we will be
able to quickly establish additional or replacement sources for some materials. A reduction or interruption in supply, and an
inability to develop alternative sources for such supply, could adversely affect our ability to manufacture our product eandidates
- candidate in a timely or cost- effective manner. We expect to rely on third parties to conduct our clinical trials, and those third
parties may not perform satisfactorily, including failing to meet deadlines for completing such trials. We will rely on third -
party CROs to conduct clinical trials for our biological product eandidates— candidate . We currently do not plan to conduct any
clinical trials independently. Agreements with these CROs might terminate for a variety of reasons, including for their failure to




perform. Entry into alternative arrangements, if necessary, could significantly delay our product development activities. Our
reliance on these CROs for research and development activities will reduce our control over these activities but will not relieve
us of our responsibilities. For example, we will remain responsible for ensuring that each of our clinical trials is conducted in
accordance with the general investigational plan and protocols in the applicable IND. Moreover, the FDA requires compliance
with standards, commonly referred to as GCPs for conducting, recording and reporting the results of clinical trials to assure that
data and reported results are credible and accurate and that the rights, integrity and confidentiality of trial participants are
protected. If these CROs do not successfully carry out their contractual duties, meet expected deadlines or conduct our clinical
trials in accordance with regulatory requirements or our stated protocols, we will not be able to obtain, or may be delayed in
obtaining, marketing licenses for our product eandidates— candidate and will not be able to, or may be delayed in our efforts to,
successfully commercialize our product eandidates— candidate . Risks Related to Our Intellectual Property If we are unable to
obtain or and-maintain-patent-proteetion—-- protect for-our intellectual property in and to our product candidates, we may ot

tf—the—seepe—ef—the—pateﬁt—pfeteeﬁeﬂ—ebtamed—ts—not sufﬁeteﬂt-ly—bfead—be able to compete effectlvely in er-our tﬁetnemarkets.
propnetary know- how, ﬁ%—may-ﬂet—be-ab-}e—te-eeﬂapete-effeeﬁvel-y—m-eﬁr

w-trade secret protection and confidentiality agreements
to protect the 1ntellectual property related to our product candldate% and discovery programs. Our success depends in large part
on our ability to obtarn and maintain patent and pfeteeﬁeﬂ—m—t-he—other Hﬂrted—Sfates—mtellectual property rights in the U. S.

and other countrreq W . We and seekto-proteet-our— or licensors
have filed prepricta osttionby,amongothermethods teensing-and ing-patent applications in the United-States-U. S. and
abroad fe}a-ted-dlrected to our euﬁeﬂt—product candldates in ﬁ-ﬂd—— an effort to establish intellectual property positions for
their compositions of matter as well as uses in the treatment of diseases. Our intellectual property includes patents and
patent applications that we own, as well as those we in- license, including in- licensed patents that we manage directly
and those that remain managed by our licensors. We or our licensors have not pursued or maintained, and may not
pursue or maintain in the future , patent protection for our product candidates and-diseoveryprograms-in every country or
territory in which we may sell our products, if approved . The patent prosecution process is expensive and time- consuming,

and we may not be able to file and prosecute all necessary or desrrable patent apphcatrom at a reasonable cost or 1n a trrnely

patent apphcatrom erl issue , or that Fif 19§ued t-hey—have—er—er—tssue—m—a—fofm—t-hat—wrll be in a form advantageous to us. The
United States Patent and Trademark Office (;orthe-USPTO ), international patent offices , or judicial bodies may deny, or

significantly narrow claims made under our patent applications and our #8sed-patents may be successfully challenged, may be
designed around, or may otherwise be of insufficient scope to provide us with protection for our commercial products. It is
possible that we will fail to identify patentable aspects of our research and development output before it is too late to obtain
patent protection. Mereever-We may be subject to a third party submission of prior art to the USPTO, or other patent
offices, in our pending patent applications. There is no assurance that all of the potentially relevant prior art relating to
our patents and patent applications has been found, which can invalidate a patent or prevent a patent from issuing. In
addition to the above , patent prosecution is a lengthy process, during which the scope of the claims initially submitted for
examination by the USPTO may be significantly narrowed by-the-time-they-isste;-or elaims-may not issue at all. The claims of
our issued patents or patent applications when issued may not cover our current or future product candidates, or even if such
patents provide coverage, the coverage obtained may not provide any competitive advantage. The patent applications that we
own, or in- license , may fail to result in issued patents with claims that cover our current or any-future product candidates in the

Bnited-States-U. S. or in other foreign countries —Fhere-is-no-assuraniee-that, or we may be required to disclaim all efthe
peteﬂt-r&H-y—fe}evaﬁt-pﬂer—aft—re}&tmg—te-Ow or pateﬁts—a-nd-a portlon of the remamlng patent term to secure 1ssuance

may challenoe thelr Vahdrty, enforceablhty or scope, which may result in such patentq being narrowed, 1nvahdated or held
unenforceable. Any successful opposition to these patents or any other patents owned by or licensed to us could deprive us of
rights necessary for the successful commercialization of any-current and future product candidates that-we-may-devetop-.
Further, if we encounter delays in regulatory licensure or approvals, the period of time during which we could market a product
candidate under patent protection could be reduced. If the patent applications we own or have in- licensed with respect to our
product candidates and discovery programs fail to issue, if their breadth or strength of protection is threatened, or if they fail to
provide meaningful exclusivity for our current or any future product candidates, it could dissuade companies from collaborating
with us to develop and commercialize product candidates and future drugs and threaten our ability to commercialize future
drugs. Any such outcome could have a negative effect on our business. The patent position of biotechnology and pharmaceutical
companies generally is highly uncertain, involves complex legal and factual questions and has in recent years been the subject of
much litigation. In addition, the laws of foreign countries may not protect our intellectual property rights to the same extent as
the laws of the Hnited-States-U. S . For example, European patent law restricts the patentability of methods of treatment of the



human body more than Hnited-States-U. S. law does. Furthermore, other parties may have developed or may develop
technologies that may be related to, or competitive with, our technologies, and such parties may have filed, or may file, patent
applications, or may have received, or may receive, patents, claiming inventions that may overlap or conflict with those claimed
in our patent applications or issued patents, and that we may rely upon to establish exclusivity for our products in the market.
Publications of discoveries in the scientific literature often lag behind the actual discoveries, and patent applications in the
Yntted-States-U. S. and other jurisdictions are typically not published until 18 months after filing, or in some cases not at all.
Therefore, we cannot know with certainty whether we were the first to make the inventions claimed in our owned or licensed
patents or pending patent applications, or that we were the first to file for patent protection of such inventions. It is also possible
that in our evaluation of third party intellectual property, we failed to identify relevant patents or applications. We
cannot guarantee that any of our patent searches or analyses, including but not limited to the identification of relevant
patents, the scope of patent claims or the expiration of relevant patents, are complete or thorough, nor can we be certain
that we have identified each and every third party patent and pending application in the U. S. and abroad that is
relevant to or necessary for the commercialization of our current and future products. As a result, the issuance, scope,
validity, enforceability and commercial value of our patent rights are highly uncertain. Our pending and future patent
applications may not result in patents being issued which protect our technology or drugs, in whole or in part, or which
effectively prevent others from commercializing competitive technologies and drugs. Changes in either the patent laws or
interpretation of the patent laws in the Hﬂtted—States—U S. and other Countne% may d11n1n1%h the value of our patents or narrow
the ieope of our patent protectlon —W ; : ; ;

scope, Vahdlty or enforceablhty, and our owned and licensed patent rlghts may be Challenged in the courtq or patent offices in
the Ynited-States-U. S. and abroad. For example, we may become involved in opposition, derivation, reexamination, inter partes
review, post- grant review, or interference proceedings challenging our patent rights or the patent rights of others. An adverse
determination in any such proceeding, or in litigation, could reduce the scope of our patent claims, result in our patent rights
being held invalid, in whole or in part, or unenforceable, or limit the duration of the patent protection of our technology and
products, and allow third parties to commercialize our technology or products and compete directly with us without payment to
us, or result in our inability to manufacture or commercialize products without infringing third —party patent rights. In addition,
if the breadth or strength of protection provided by our patents and patent applications is threatened, it could dissuade
companies from collaborating with us to license, develop or commercialize our current or any future product candidates.
Moreover, patents have a limited lifespan. In the Ynited-States-U. S. and internationally . a patent generally expires 20 years
after the earliest filing date of a non- provisional patent application. Various extensions may or may not be available; however,
the life of a patent, and the protection it affords, is limited. Without patent protection for our current or asy-future product
candidates, we may be open to competition from generic and / or biosimilar versions of such products. Given the amount of time
required for the development, testing and regulatory review of new product candidates, patents protecting such candidates might
expire before or shortly after such candidates are commercialized. As a result, our owned and licensed patent rights may not
provide us with sufficient rights to exclude others from commercializing drugs similar or identical to ours. We may also rely on
trade secrets, know- how and continuing technological innovation to develop and maintain our proprietary and
intellectual property position. Even if our patent rights are unchallenged, our issued patents and our pending patent
applications, if issued, may not provide us with any meaningful protection or prevent competitors from designing around our
patent claims to circumvent our owned patent rights by developing similar or alternative technologies or products in a non-
infringing manner. For example, a third —party may develop a competitive product that provides benefits similar to one or more
of our product candidates, but that has a different composition that falls outside the scope of our patent protection. If the
protection provided by our patent rights with respect to our product candidates is not sufficiently broad to impede such
competition, or if the breadth, strength or term (including any extensions or adjustments) of protection provided by our patent
rights with respect to our product candidates or any future product candidates is successfully challenged, our ability to
successfully commer(nahze our product candldateq Could be negatlvely affected, Wthh would harm our buqlness —Furtherif-we

comphance with various procedural, document submission, fee payment and other requirements imposed by government patent
agencies, and our patent protection could be reduced or eliminated for non- compliance with these requirements. The USPTO
and various foreign governmental patent agencies require compliance with a number of procedural, documentary, fee payment
and other similar provisions during the patent application process. In addition, periodic maintenance fees, renewal fees, annuity
fees and various other government fees on patents and / or patent applications will have to be paid to the USPTO and various
government patent agencies outside of the Hntted-States-U. S. over the lifetime of our owned and licensed patents and / or
applications and any patent rights we may own or license in the future. We rely on a combination of in- house employees,

reputable laW flrms, service prov1ders and our hcenqorq to pay these fees —’Phe—U—SPJEG—and V&ﬂﬁﬂﬁ-ﬂ@ﬂ-—U—S—gﬂ%ﬂﬁﬁeﬂf

fespeet—te—euf—heeﬁsed—tﬂfeﬂeeﬁaﬂ-l—pfepeﬁ? Non- comphance events that Could re@ult in abandonment or lapse of a patent or

patent application include, but are not limited to, failure to respond to official actions within prescribed time limits, non-
payment of fees , and failure to properly legalize and submit formal documents. If we or our licensors fail to maintain the



patents and patent applications covering our products or technologies, we may not be able to stop a competitor from marketing
products that are the same as, or similar to, our product candidates, which would have a material adverse effect on our business.
In many cases, an inadvertent lapse can be cured by payment of a late fee or by other means in accordance with the applicable
rules. There are situations, however, in which non- compliance can result in abandonment or lapse of the patent or patent
application, resulting in partial or complete loss of patent rights in the relevant jurisdiction. In such an event, potential
competitors might be able to enter the market and this circumstance could harm our business. In addition, if we fail to apply for,
or are unsuccessful in our application for, applicable patent term extensions or adjustments, we will have a more limited time
during which we can enforce our granted patent rights. In addition, if we are responsible for patent prosecution and maintenance
of pdtent rights in- licensed to us, any of the f(neﬂoma could expose us to lmblllty to the dppll able patent owner. Patent-terms

infringing their mtellectual plopelty rights, the outcome of which would be uncertain and Could have a negatl\ e 1mpdct on the

success of our business. Third partles may 1n1t1ate legal proceedlngs agalnst us eﬁ%eeﬂaﬂ&efeta-l—stleeess—dqaeﬂds—tﬂ-paﬁ—
upomotr— or our licensors or ab d hers

fe—éeve}ep—maﬂﬁfaefufe—m&rket—&ﬁd-sel-l-etw or our llcensors e
collaborators are pfepﬂef&ﬁf—teehﬂe-}egies—wrt-heﬂt—mh n gms_ fhe—pfepﬂef&f}#ﬂghfs—&ﬁd—rr&eﬂeeﬁt&l-pfepefﬁke—ﬂh&d» thelr

pa’feﬂ-ts—&ﬂd—et-heﬁntellectual plopelty 110hts or —\Ve—ma—y—rﬂ—t-he—fufufe—beeeme—p&ﬁy—to >challenge the Valldlty scope of of
W d ding-intellectual property rights withrespeetto-oureurrent-and

aﬂy—fufufe—pfe&uﬁ—efmd-idﬁes—&ﬂd—teehﬂe-}egy including in opposmons, tn’feffewﬁee-mterferences proceedings-,

reexammatlons, post-grantreview-and-inter partes feﬁew—rewews derivation or other 51mllar proceedmgs before tl




dedicate substantially greater resources to prosecuting v W
that-may-be-infringed-by-the-these mantfaeture;use-legal actlons than we or er-our sa-le—e-f—llcensors or collaborator can. An
unfavorable outcome could require us or our licensors or collaborators to cease using the related technology or

developing or commerclahzlng our product candlddtes —Regafd-less—e-ﬁwheﬂ—ﬁ-led- or we—may—f&rl—to identify-refevant-third-

our llcensors or collaborators a llcense —aﬂd—stteh—a—l-teeﬂse—ma-y—ﬂet—be—on Commercmlly reasondble terms —T—he—l-teeﬂsrﬁg—ef

pfeduet—e&nd-tela-te-hcensors or collaborators In addmon we could be found liable for monetqry damages 1nclud1n;: treble

consultdnts or advisors have Wrons_fully used or disclosed alleged trade segrets of their current or f01mer employers or clcnms
asserting ownership of what we regard as our own intellectual property. €ertair-Many of our employees, consultants or advisors
were previously, or are currently serwere-previousty-, employed at universities or other biotechnology or pharmaceutical
companies, including our competitors or potential competitors. Although we try to ensure that our employees, consultants and
advisors do not use the proprietary information or know- how of others in their work for us, we may be subject to claims that
these individuals have used or disclosed confidential information or intellectual property, including trade secrets , or other
proprietary information s-of any such individual’ s current or former employer. Litigation may be necessary to defend against
these claims. If we fail in defending any such claims, in addition to paying monetary damages, we may lose valuable intellectual
property rights or personnel. Even if we are successful in defending against such claims, litigation could result in substantial
costs and be-a-distraetion—-- distract to-management. We fradditien;we-may in the future be subject to claims by our former
employees or consultants asserting an ownership right in our patents , or patent applications, as a result of the work they
performed on our behalf. Although it is our policy to require our employees and contractors who may be involved in the
conception or development of intellectual property to execute agreements assigning such intellectual property to us, we may be
unsuccessful in executing such an agreement with each party who, in fact, conceives or develops intellectual property that we
regard as our own, and we cannot be certain that our agreements with such parties will be upheld in the face of a potential
challenge or that they will not be breached, for which we may not have an adequate remedy. The assignment of intellectual
property rights may not be self- executing, or the assignment agreements may be breached, and we may be forced to bring
claims against third parties, or defend claims that they may bring against us, to determine the ownership of what we regard as
our intellectual property. Licensing of intellectual property is of critical importance to our business and involves complex legal,

business and scientific issues. If we breach our Yniversity-of-Chieage-Pfizer ;orBtosterrlicense agreements— agreement or



any of the other agreements under which we acquired, or will acquire, intellectual property rights covering our product
candidates, we could lose the ability to continue the development and commercialization of the related product candidates (s).
The licensing of intellectual property is of critical importance to our business and to our current and future product candidates,
and we may expeet-te-enter into additional such agreements in the future. In partlcular the rrghts to the 1nte11ectua1 property
coverrng mlcvotabart pelldotm -P%Qé——ZG—l—are in- hcensed from Pﬁzer and-th

t t t 3 If we farl to meet our obhgatlons under any of our in- license
agreements 1nclud1ng the amended and restated license agreement with Pfizer, dated October 6, 2022 ras-fartheramended;-or
t-he—B-testeﬁ—]:teense—Agfeemeﬂt— as further amended, then the licensor may terminate the license agreement. If one of our
material in- license agreements is terminated, we will lose the right to continue to develop and commercialize the product
candidate (s) covered by such in- license agreement. While we would expect to exercise all rights and remedies available to us,
including seeking to cure any breach by us, and otherwise seek to preserve our rights under our in- license agreements, we may
not be able to do so in a timely manner, at an acceptable cost or at all. We may be-become involved in lawsuits to protect or
enforce our patents, the patents of our licensors or our other intellectual property rights, which could be expensive, time -
consuming and unsuccessful. Competitors may infringe or otherwise violate our patents, the patents of our licensors or our other
intellectual property rights. To counter infringement or unauthorized use, we may be required to file legal claims, which can be
expensive and time - consuming and is likely to divert significant resources from our core business, including distracting our
technical and management personnel from their normal responsibilities. In addition, in an infringement proceeding, a court may
decide that a patent of ours or our licensors is not valid er, is unenforceable, or may refuse to stop the other party from using
the technology at issue on the grounds that our patents do not cover the technology in question. An adverse result in such any
litigationor-defense-proceedings could put one or more of our owned or licensed patents at risk of being invalidated or
interpreted narrowly and could put our owned or licensed patent applications at risk of not issuing. The initiation of a claim
against a third party might also cause the third party to bring counter claims against us, such as claims asserting that our patent
rights are invalid or unenforceable. In patent litigation in the Hnited-States-U. S. , defendant counterclaims alleging invalidity or
unenforceability are commonplace. Grounds for a validity challenge could be an alleged failure to meet any of several statutory
requirements, including lack of novelty, obviousness, non- enablement or lack of statutory subject matter. Grounds for an
unenforceability assertion could be an allegation that someone connected with prosecution of the patent , withheld relevant
material information from the USPTO, or made a materially misleading statement, during prosecution. Third parties may also
raise similar validity claims before the USPTO in post- grant proceedings such as ex parte reexaminations, inter partes review,
or post- grant review, or oppositions or similar proceedings outside the Haited-States-U. S. , in parallel with litigation or even
outside the context of litigation. The outcome following legal assertions of invalidity and unenforceability is unpredictable. We
cannot be certain that there is or will be no invalidating prior art, of which we and the patent examiner were unaware during
prosecution. For the patents and patent applications that we have licensed, we may have limited or no right to participate in the
defense of any licensed patents against challenge by a third party. If a defendant were to prevail on a legal assertion of invalidity
or unenforceability, we would lose at least part, and perhaps all, of any future patent protection on our current or future product
candidates. Such a loss of patent protection could harm our business. We may not be able to prevent, alone or with our licensors,
misappropriation of our intellectual property rights, particularly in countries where the laws may not protect those rights as fully
as in the YUnited-States-U. S . Any litigation or other proceedings to enforce our intellectual property rights may fail, and even if
successful, may result in substantial costs and distract our management and other employees. Furthermore, because of the
substantial amount of discovery required in connection with intellectual property litigation, there is a risk that some of our
confidential information could be compromised by disclosure during this type of litigation. There could also be public
announcements of the results of hearings, motions or other interim proceedings or developments. If securities analysts or
investors perceive these results to be negative, it could have an adverse effect on the price of our common stock. We may not
have sufficient financial or other resources to adequately conduct such litigation or proceedings. Some of our competitors may
be able to sustain the costs of such litigation or proceedings more effectively than we can because of their greater financial
resources and more mature and developed intellectual property portfolios. Accordingly, despite our efforts, we may not be able
to prevent third parties from infringing upon or misappropriating or from successfully challenging our intellectual property
rights. Uncertainties resulting from the initiation and continuation of patent litigation or other proceedings could have a material
adverse effect on our ability to compete in the marketplace. Changes in U. S. patent law or the patent law of other countries or
jurisdictions could diminish the value of patents in general, thereby impairing our ability to protect our current and any future
product candidates. The Ynited-States-U. S. has recently enacted and implemented wide ranging patent reform legislation. The
U. S. Supreme Court has ruled on several patent cases in recent years, either narrowing the scope of patent protection available
or weakening the rlghts of patent owners in certain circumstances or weakening-therights-of patent-ownersireettain
situations. In addition to increasing uncertainty with-regare-regarding te-our ability to obtain patents in the future, this
combination of events has created uncertainty with respect to the value of patents, once obtained. Depending on actions by the
U. S. Congress, the federal courts, and the USPTO, the laws and regulations governing patents could change in unpredictable
ways that could weaken our ability to obtain new patents or to enforce patents that we own, have licensed or that we might
obtain in the future. Similarly, changes in patent law and regulations in other countries or jurisdictions, changes in the
governmental bodies that enforce them or changes in how the relevant governmental authority enforces patent laws or
regulations may weaken our ability to obtain new patents or to enforce patents that we own or have licensed or that we may
obtain in the future . For example, many foreign countries have compulsory licensing laws under which a patent owner
must grant licenses to third parties, or limit the enforceability of patents against third parties, including government
agencies or government contractors . We may not be able to protect our intellectual property rights throughout the world,



which could negatively impact our business. Filing, prosecuting and defending patents covering our current and any future
product candidates in all countries throughout the world would be prohibitively expensive. Competitors may use our
technologies in jurisdictions where we or our licensors have not obtained patent protection to develop their own products and,
further, may export otherwise infringing products to territories where we may obtain patent protection but where patent
enforcement is not as strong as thatinrthe Yntted-States-U. S . These products may compete with our products in jurisdictions
where we do not have any issued or licensed patents and any future patent claims, or other intellectual property rights may not be
effective or sufficient to prevent them from so competing. Additionally, some foreign countries do not protect intellectual
property rights to the same extent as the federal laws of the U. S. and we may encounter problem protecting and
defending our intellectual properties rights in such countries, which could negatively affect our business. For example,
many foreign countries have compulsory licensing laws under which a patent owner must grant licenses to third parties,
or limit the enforceability of patents against third parties, including government agencies or government contractors. [
we are unable to protect the confidentiality of our trade secrets, our business and competitive position swewtd-may be harmed. In
addition to seeking patent and trademark protection for our product candidates, we may also rely on trade secrets, including
unpatented know- how, technology and other proprietary information, to maintain our competitive position. We seek to protect
our trade secrets, in part, by entering into non- disclosure and confidentiality agreements with parties who have access to them,
such as our employees, corporate collaborators, outside scientific collaborators, contract manufacturers, consultants, advisors and
other third parties. We also enter into confidentiality and invention or patent assignment agreements with our employees,
advisors and consultants. Despite these efforts, any of these parties may breach the agreements and disclose our proprietary
information, including our trade secrets. Monitoring unauthorized uses and disclosures of our intellectual property is difficult,
and we do not know whether the steps we have taken to protect our intellectual property will be effective. In addition, we may
not be able to obtain adequate remedies for any such breaches. Enforcing a claim that a party illegally disclosed or
misappropriated a trade secret is difficult, expensive and time- consuming, and the outcome is unpredictable. In addition, some
courts inside and outside the Hnited-States-U. S. are less willing or unwilling to protect trade secrets. Moreover, our competitors
may independently develop knowledge, methods and know- how equivalent to our trade secrets. Competitors could purchase
our products and replicate some or all of the competitive advantages we derive from our development efforts for technologies on
which we do not have patent protection. If any of our trade secrets were to be lawfully obtained or independently developed by a
competitor, we would have no right to prevent them, or those to whom they communicate it, from using that technology or
information to compete with us. If any of our trade secrets were to be disclosed to or independently developed by a competitor,
our competitive position would be harmed. We also seek to preserve the integrity and confidentiality of our data and other
confidential information by maintaining physical security of our premises and physical and electronic security of our
information technology systems. While we have confidence in these individuals, organizations and systems, agreements or
security measures may be breached and detecting the disclosure or misappropriation of confidential information and enforcing a
claim that a party illegally disclosed or misappropriated confidential information is difficult, expensive &, time- consuming,
and the outcome is unpredictable. Further, we may not be able to obtain adequate remedies for any breach. In addition, our
confidential information may otherwise become known or be independently discovered by competitors, in which case we would
have no right to prevent them, or those to whom they communicate it, from using that technology or information to compete
with us. Reliance on third parties requires us to share our trade secrets, which increases the possibility that a competitor will
discover them or that our trade secrets will be misappropriated or disclosed. Since we rely on third parties to help us discover,
develop, manufacture or commercialize our current and any future product candidates, or if we collaborate with third parties for
the development, manufacturing or comrner01ahzatron of our current or any future product candidates, we must, at times, share
trade secrets with them. We may-a arelran : at-a he ;

we-seek to protect our proprietary
technology in part by entering into conﬁdentlallty agreements and, 1f apphcable materlal transfer agreements, consultrng
agreements or other similar agreements with our advisors, employees, third —party contractors and consultants prior to beginning
research or disclosing proprietary information. These agreements typically limit the rights of the third parties to use or disclose
our confidential information, including our trade secrets. Despite the contractual provisions employed when working with third
parties, the need to share trade secrets and other confidential information increases the risk that such trade secrets become
known by our competitors, are inadvertently incorporated into the technology of others, or are disclosed or used in violation of
these agreements. Given that our proprietary position is based, in part, on our know- how and trade secrets, a competitor’ s
discovery of our trade secrets or other unauthorized use or disclosure could have an adverse effect on our business and results of
operations. In addition, these agreements typically restrict the ability of our advisors, employees, third —party contractors and
consultants to publish data potentially relating to our trade secrets. Despite our efforts to protect our trade secrets, we may not be
able to prevent the unauthorized disclosure or use of our technical know- how or other trade secrets by the parties to these
agreements. Moreover, we cannot guarantee that we have entered into such agreements with each party that may have or have
had access to our confidential information or proprietary technology and processes. Monitoring unauthorized uses and
disclosures is difficult, and we do not know whether the steps we have taken to protect our proprietary technologies will be
effective. If any of the collaborators, scientific advisors, employees, contractors and consultants who are parties to these
agreements breaches or violates the terms of any of these agreements, we may not have adequate remedies for any such breach
or violation, and we could lose our trade secrets as a result. Moreover, if confidential information that is licensed or disclosed to
us by our partners, collaborators, or others is inadvertently disclosed or subject to a breach or violation, we may be exposed to
liability to the owner of that confidential information. Enforcing a claim that a third —party illegally or unlawfully obtained and
is using our trade secrets, like patent litigation, is expensive and time - consuming, and the outcome is unpredictable. In

addition, courts outside the Hnited-States-U. S. are sometimes less willing to protect trade secrets. Any-trademarks-we-may



stock price is Volatlle and you could lose all or part of your 1nvestment Our stock price is highly Volatlle Asa result of this
volatility, investors may not be able to sell their common stock at or above the price they purchased their common stock. The
market price for our common stock may be influenced by many factors, including the other risks described in this section of the
Annual Report on Form 10- K titled “ Risk Factors ” as-weH-as-and the following: * results of our preclinical studies, IND
submissions and clinical trials, #afy-of our product eandidates— candidate , or those of our competitors or our existing or
future collaborators; « regulatory or legal developments in the U. S. and other countries ;espeetally-ehangestnlaws-or
fegu-}&ﬁeﬂs-appheab}e—te-etrﬁpfeduefs—' « the success of competitive products or technologies; * introductions and announcements
of new products by us, our future commercialization partners, or our competitors, and the timing of these introductions or
announcements; * regulatory actions taken-byregulatory-agenetes-with respect to our products, eur-product eandidates—
candidate , preclinical studies, clinical trials, manufacturing process or sales and marketing terms or that of our competitors ;
« actual or anticipated Vanatlom in our hnancml reiults or those of compames that are perceiv ed to be similar to us +=the

G G A ates-; * developments
concerning any future collaborations, including but not limited to those Wlth our sources of manufacturmg supply and our
commercialization partners; * market conditions in the pharmaceutical and biotechnology sectors; * announcements by us or our
competitors of significant acquisitions, strategic collaborations, joint ventures or capital commitments; ¢ developments or
disputes concerning patents or other proprietary rights, including patents, litigation matters and our ability to obtain patent
protection for our products; ¢ our ability or inability to raise additional capital and the terms on which we raise it , including
announcement and expectation of additional financing efforts ; < the recruitment or departure of key personnel;  changes in
the structure of healthcare payment systems; ¢ actual or anticipated changes in earnings estimates or changes in stock market
analyst recommendations regarding our common stock, other comparable companies or our industry generally; ¢ our failure or
the failure of our competitors to meet analysts’ projections or guidance that we or our competitors may give to the market; ¢
fluctuations in the valuation of companies perceived by investors to be comparable to us; * anneuneement-and-expeetationrof
addittonal-finanetng-effortsre-speculation in the press or investment community; ¢ trading volume of our common stock; ¢ sales
of our common stock by us, our insiders or our other stockholders; ¢ the concentrated ownership of our common stock; ©
changes in accounting principles; and * general economic, industry and market conditions, including, but not limited to,
terrorist acts, acts of war e+, periods of Wldespre"ld civil unrest 5 ,—‘—t-he-rm-paet—e-ﬁaﬁy—natulal disasters e+, public health
emergencies and other calamities +4 g 7 endittons-. [n addition, the stock markets in
general, and the markets for pharmaceutlcal blopharmaceutlcal and blotechnology stocks in particular, have experienced
extreme volatility that has been often unrelated to the operating performance of the issuer. These broad market and industry
factors may seriously harm the market price of our common stock, regardless of our operating performance. The future issuance
of equity or of debt securities that are convertible into equity will dilute our share capital. We will need to raise additional
capital in the future. To the extent we raise additional capital through the issuance of equity or convertible debt securities in the
future, there will be dilution to our existing investors and the terms of these securities may include liquidation or other
preferences that adversely affect our stockholders’ rights. Future issuances of our common stock or other equity securities, or the




perception that such sales may occur, could adversely affect the trading price of our common stock and impair our ability to
raise capital through future offerings of shares or equity securities. We may choose to raise additional capital through the
issuance of equity or convertible debt securities due to market conditions or strategic considerations even if we believe we have
sufficient funds for our current or future operating plans. No prediction can be made as to the effect, if any, that future sales of
common stock or the availability of common stock for future sales will have on the trading price of our common stock. If
securities or industry analysts do not publish research or reports about our business, or if they issue adverse or misleading
research or reports regarding us, our business or our market, our stock price and trading volume could decline. The trading
market for our common stock is influenced by the research and reports that industry or securities analysts publish about us, our
business or our market. If no or few securities or industry analysts commence or maintain coverage of us, the trading price for
our stock would be negatively impacted. If any of the analysts who cover us issue adverse or misleading research or reports
regarding us, our business model, our intellectual property, our product eandidates— candidate , our stock performance or our
market, or if our operating results fail to meet the expectations of analysts, our stock price would likely decline. If one or more
of these analysts cease coverage of us or fail to publish reports on us regularly, we could lose visibility in the financial markets,
which in turn could cause our stock price or trading volume to decline . Unstable market and economic conditions may have
serious adverse consequences on our business, financial condition and share price. The global economy, including credit
and financial markets, has experienced extreme volatility and disruptions, including severely diminished liquidity and
credit availability, bank failures, increases in inflation rates and uncertainty about economic stability. Any such volatility
and disruptions may have adverse consequences for us or the third parties on whom we rely. If the equity and credit
markets deteriorate, including as a result of political unrest or war, it may make any necessary debt or equity financing
more difficult to obtain in a timely manner or on favorable terms, more costly or more dilutive. Inflation can adversely
affect us by increasing our costs, including personnel costs. Any significant increases in inflation and related increases in
interest rates could have a material adverse effect on our business, results of operations and financial condition . Our
principal stockholders and management own a significant percentage of our stock and will be able to exert significant control
over matters subject to stockholder approval and their interests may conflict with your interests as an owner of our common
stock. As of March 28-17 , 2824-2025 , our executive officers and directors, together with holders of five percent or more of our
outstanding common stock and their respective affiliates, beneficially own approximately 44-39 . -3 % of our outstanding
common stock. As a result, these stockholders, if acting together, have significant influence over the outcome of corporate
actions requiring stockholder approval, including the election of directors, any merger, consolidation or sale of all or
substantially all of our assets and any other significant corporate transaction. The interests of these stockholders may not be the
same as or may even conflict with interests of our other stockholders. For example, these stockholders could delay or prevent a
change of control of our company, even if such a change of control would benefit our other stockholders, which could deprive
our stockholders of an opportunity to receive a premium for their common stock as part of a sale of our company or our assets
and might affect the prevailing market price of our common stock. The significant concentration of stock ownership may
adversely affect the trading price of our common stock due to investors’ perception that conflicts of interest may exist or arise.
Sales of a substantial number of shares of our common stock in the public market could cause our stock price to fall. Our
common stock price could decline as a result of sales of a large number of shares of common stock or the perception that these
sales could occur. These sales, or the possrbrhty that these sales may occur, might also make it more difficult for us to sell
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STOW : 0 may make our common stock less attractive to investors. We are an
emergmg growth company, ” as deﬂned in the JOBS Act. We will remain an emerging growth company until the earlier of (i)
the last day of the fiscal year (a) following the fifth anniversary of the completion of our initial public offering (5e#IPO ), (b)
in which we have total annual gross revenue of at least $ 1. 235 billion or (c) in which we are deemed to be a large accelerated
filer, which means the market value of our common stock that is held by non- affiliates exceeded $ 700 million as of the prior
June 30th and (ii) the date on which we have issued more than $ 1. 0 billion in non- convertible debt during the prior three- year
period. An emerging growth company may take advantage of specified reduced reporting requirements and other burdens that
are otherwise applicable generally to public companies. These provisions include: ¢ being permitted to present only two years of
audited financial statements and only two years of related management’ s discussion and analysis of financial condition and
results of operations in this Annual Report on Form 10- K; ¢ not being required to comply with the auditor attestation
requirements of Section 404 of the Sarbanes- Oxley Act of 2002, or the Sarbanes- Oxley Act; * an exemption from compliance
with any new requirements adopted by the Public Company Accounting Oversight Board regarding mandatory audit firm
rotations; ¢ reduced disclosure obligations regarding executive compensation in our periodic reports, proxy statements and
registration statements; and ¢ exemptions from the requirement to hold a nonbinding advisory vote on executive compensation
and to obtain stockholder approval of any golden parachute payments not previously approved. We have elected to take
advantage of certain reduced disclosure obligations and may elect to take advantage of other reduced reporting requirements in
future filings. As a result, the information that we provide to our investors may be different from the information you might
receive from other public reporting companies that are not emerging growth companies in which you hold equity interests. The
JOBS Act provides that an emerging growth company can take advantage of an extended transition period for complying with
new or revised accounting standards applicable to public companies until those standards would otherwise apply to private
companies. We have irrevocably elected not to avail ourself of this extended transition period, and, as a result, we will adopt



new or revised accounting standards on the relevant dates on which adoption of such standards is required for other public
companies. We are also a ““ smaller reporting company, ”” and will continue to be a smaller reporting company as long as (i) the
market value of our shares held by non- affiliates is less than $ 250 million or (ii) our annual revenue was less than § 100
million during the most recently completed fiscal year and the market value of our shares held by non- affiliates is less than $
700 million. If we are a smaller reporting company at the time ;-we cease to be an emerging growth company, we may continue
to rely on exemptions from certain disclosure requirements that are available to smaller reporting companies. Specifically, as a
smaller reporting company, we may choose to present only the two most recent fiscal years of audited financial statements in
our Annual Report on Form 10- K and have reduced disclosure obligations regarding executive compensation, and, similar to
emerging growth companies, if we are a smaller reporting company with less than $ 100 million in annual revenue, we would
not be required to obtain an attestation report on internal control over financial reporting issued by our independent registered
public accounting firm. Anti- takeover provisions in our charter documents and under Delaware law would make an acquisition
of us, which may be beneficial to our stockholders, more difficult and may prevent attempts by our stockholders to replace or
remove our current management. Provisions in the amended and restated certificate of incorporation and our amended and
restated bylaws may delay or prevent an acquisition of us or a change in our management. In addition, these provisions may
frustrate or prevent any attempts by our stockholders to replace or remove our current management by making it more difficult
for stockholders to replace members of our board of directors. Because our board of directors is responsible for appointing the
members of our management team, these provisions could in turn affect any attempt by our stockholders to replace current
members of our management team. These provisions include: ¢ a prohibition on actions by our stockholders by written consent;
« a requirement that special meetings of stockholders be called only by the chairman of our board of directors, our chief
executive officer, or our board of directors pursuant to a resolution adopted by a majority of the total number of authorized
directors; * advance notice requirements for election to our board of directors and for proposing matters that can be acted upon at
stockholder meetings; * a requirement that directors may only be removed “ for cause ” and only with 66 2 /3 % voting stock of
our stockholders; ¢ a requirement that only the board of directors may change the number of directors and fill vacancies on the
board; * division of our board of directors into three classes, serving staggered terms of three years each; and ¢ the authority of
the board of directors to issue preferred stock with such terms as the board of directors may determine. Moreover, because we
are incorporated in Delaware, we are governed by the provisions of Section 203 of the Delaware General Corporation Law, as
amended, which prohibits a person who owns in excess of 15 % of our outstanding voting stock from merging or combining
with us for a period of three years after the date of the transaction in which the person acquired in excess of 15 % of our
outstanding voting stock, unless the merger or combination is approved in a prescribed manner. These provisions would apply
even if the proposed merger or acquisition could be considered beneficial by some stockholders. We have incurred and will
continue to incur increased costs as a result of operating as a public company, and our management has and will be required to
devote substantial time to new compliance initiatives and corporate governance practices. Additionally, if we fail to maintain
proper and effective internal controls, our ability to produce accurate financial statements on a timely basis could be impaired.
As a public company, we have incurred and, particularly after we are no longer an emerging growth company or a smaller
reporting company, we will continue to incur significant legal, accounting and other expenses that we did not incur as a private
company. The Sarbanes- Oxley Act, the Dodd- Frank Wall Street Reform and Consumer Protection Act, the listing
requirements of Nasdaq and other applicable securities rules and regulations impose various requirements on public companies,
including establishment and maintenance of effective disclosure and financial controls and corporate governance practices.
Also, the Exchange Act requires, among other things, that we file annual, quarterly and current reports with respect to our
business and operating results. Our management and other personnel devote a substantial amount of time to these compliance
initiatives. Moreover, these rules and regulations have increased and will continue to increase our legal and financial compliance
costs and will make some activities more time- consuming and costly. For example, these rules and regulations may make it
more difficult and more expensive for us to obtain director and officer liability insurance, and we may be required to accept
reduced policy limits and coverage or to incur substantial costs to maintain the same or similar coverage. These rules and
regulations could also make it more difficult for us to attract and retain qualified members of our board of directors or our board
committees or as executive officers. These rules and regulations are also often subject to varying interpretations, in many cases
due to their lack of specificity, and, as a result, their application in practice may evolve over time as new guidance is provided
by regulatory and governing bodies. This could result in continuing uncertainty regarding compliance matters and higher costs
necessitated by ongoing revisions to disclosure and governance practices. In addition, as a public company, we incur additional
costs and obligations in order to comply with SEC rules that implement Section 404 of the Sarbanes- Oxley Act. Under these
rules, we are required to make a formal assessment of the effectiveness of our internal control over financial reporting, and once
we cease to be an emerging growth company or a smaller reporting company, we will be required to include an attestation report
on internal control over financial reporting issued by our independent registered public accounting firm. To achieve compliance
with Section 404 within the prescribed period, we are engaged in a process to document and evaluate our internal control over
financial reporting, which is both costly and challenging. In this regard, we will need to continue to dedicate internal resources,
potentially engage outside consultants and adopt a detailed work plan to assess and document the adequacy of our internal
control over financial reporting, continue steps to improve control processes as appropriate, validate through testing that controls
are designed and operating effectively, and implement a continuous reporting and improvement process for internal control over
financial reporting. The rules governing the standards that must be met for management to assess our internal control over
financial reporting are complex and require significant documentation, testing and possible remediation to meet the detailed
standards under the rules. During the course of its testing, our management may identify material weaknesses or deficiencies
which may not be remedied in time to meet the deadline imposed by the Sarbanes- Oxley Act. Our internal control over financial
reporting will not prevent or detect all errors and all fraud. If we are not able to comply with the requirements of Section 404 of



the Sarbanes- Oxley Act in a timely manner, or if we are unable to maintain proper and effective internal controls, we may not
be able to produce timely and accurate financial statements. If that were to happen, the market price of our stock could decline
and we could be subject to sanctions or investigations by the stock exchange on which our common stock is listed, the SEC or
other regulatory authorities. In addition, if we are not able to continue to meet these requirements, we may not be able to remain
listed on Nasdaq. Our disclosure controls and procedures may not prevent or detect all errors or acts of fraud. We are subject to
the periodic reporting requirements of the Exchange Act. We designed our disclosure controls and procedures to reasonably
assure that information we must disclose in reports we file or submit under the Exchange Act is accumulated and communicated
to management, and recorded, processed, summarized and reported within the time periods specified in the rules and forms of
the SEE-U. S Securities and Exchange Commission . We believe that any disclosure controls and procedures or internal
controls and procedures, no matter how well- conceived and operated, can provide only reasonable, not absolute, assurance that
the objectives of the control system are met. These inherent limitations include the facts that judgments in decision- making can
be faulty and that breakdowns can occur because of simple error or mistake. Additionally, controls can be circumvented by the
individual acts of some persons, by collusion of two or more people or by an unauthorized override of the controls. Accordingly,
because of the inherent limitations in our control system, misstatements due to error or fraud may occur and not be detected.
Because we do not anticipate paying any cash dividends on our capital stock in the foreseeable future, your ability to achieve a
return on your investment will depend on appreciation of the value of our common stock. We have never declared or paid cash
dividends on our capital stock. We currently intend to retain all of our future earnings, if any, to finance the growth and
development of our business and do not anticipate declaring or paying any cash dividends for the foreseeable future. Any return
to stockholders will therefore be limited to any appreciation in the value of our common stock, which is not certain. We may be
subject to securities litigation, which is expensive and could divert our management’ s attention. In the past, companies that have
experienced volatility in the market price of their securities have been subject to securities class action litigation. We may be the
target of this type of litigation in the future. In addition, securities class action lawsuits and derivative lawsuits are often brought
against public companies that have entered into merger agreements. Even if the lawsuits are without merit, defending against
these claims could result in substantial costs and divert management time and resources. We may be a target for securities and
shareholder lawsuits in the future. Regardless of the merits or the ultimate results of such litigation, securities litigation brought
against us could result in substantial costs and divert our management’ s attention from other business concerns. Our certificate
of incorporation and bylaws designate the Court of Chancery of the State of Delaware as the sole and exclusive forum for certain
types of actions and proceedings that may be initiated by our stockholders, which could limit our stockholders’ ability to obtain
a favorable judicial forum for disputes with us or our directors, officers or employees. Our amended and restated certificate of
incorporation provides that, unless we consent in writing to the selection of an alternative forum, the Court of Chancery of the
State of Delaware (or, if the Court of Chancery of the State of Delaware does not have jurisdiction, another state court located
within the State of Delaware, or the federal district court for the District of Delaware) shall be the sole and exclusive forum for
the following types of proceedings: (1) any derivative action or proceeding brought on our behalf under Delaware law, (2) any
action asserting a claim of breach of a fiduciary duty owed by any of our directors, officers or other employees to us or our
stockholders, (3) any action arising pursuant to any provision of the Delaware General Corporation Law or our amended and
restated certificate of incorporation or bylaws, (4) any other action asserting a claim that is governed by the internal affairs
doctrine or (5) any other action asserting an *“ internal corporate claim, ” as defined in Section 115 of the Delaware General
Corporation Law. This provision would not apply to suits brought to enforce a duty or liability created by the Securities Act, the
Exchange Act or any other claim for which the U. S. federal courts have exclusive jurisdiction. Furthermore, Section 22 of the
Securities Act creates concurrent jurisdiction for federal and state courts over all such Securities Act actions. Accordingly, both
state and federal courts have jurisdiction to entertain such claims. Our amended and restated bylaws further provide that the
federal district courts of the Untted-States-ef-Ameriea-U. S. will be the exclusive forum to the fullest extent permitted by law, for
resolving any complaint asserting a cause of action arising under the Securities Act or the Exchange Act. This choice of forum
provision may limit a stockholder’ s ability to bring a claim in a judicial forum that it finds favorable for disputes with us or our
directors, officers or other employees, which may discourage such lawsuits against us and our directors, officers and employees.
Alternatively, if a court were to find these provisions of our amended and restated certificate of incorporation and amended and
restated bylaws inapplicable to, or unenforceable in respect of, one or more of the specified types of actions or proceedings, we
may incur additional costs associated with resolving such matters in other jurisdictions, which could adversely affect our
business and financial condition. Any person or entity purchasing or otherwise acquiring any interest in shares of our capital
stock shall be deemed to have notice of and to have consented to the provisions of our amended and restated certificate of
incorporation and amended and restated bylaws described above. Our ability to use net operating loss carryforwards and other
tax attributes may be subject to limitations. We have incurred substantial losses during our history, do not expect to become
profitable in the near future and may never achieve profitability. Fe-the-extentthat-we-eontinue-to-generate-taxabletosses;
unused-Unused losses will carry forward to offset future taxable income, if any, subject to certain limitations (including the
limitations described below) until such unused losses expire ¢fat-al)- As of December 31, 2823-2024 , our federal and state net
operating losses (NOLS) in the Haited-States-U. S. were $ 56-63 . 41 million ($ 268300 . 5—7 million before tax) and $ H-15 . 2
1 million ($ 467229 . 4-6 million before tax) , respectively. The federal NOL net-operatingtoss—carryforwards in the Hnited
States-U. S. after tax year 2017 can be carried forward indefinitely but may be subject to annual usage limitations to the extent
certain substantial changes our ownership occur. The federal net-eperatingltoss-NOL and the state NOL earryforward
carryforwards fe{a&ng—te—taaeyears—pﬂeﬁe%e-lq—of the Company w1ll $é—9—mﬂ-hen—6$—2—8—3—rm{heﬂ43efefe—taee—aequﬁed—wt-h
Apexigen;-begin to expire in 2033 and —Fhe-sta g1oss y ginrexpirtngin-2035 , respectively . In
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adjustment by the relevant taxing authorities. Our NOL and credit carryforwards are subject to review and possible adjustment
by the IRS, and state tax authorities. Under Section 382 of the Internal Revenue Code of 1986, as amended, erthe-Cede;our
federal NOL and credit carryforwards may become subject to an annual limitation i in the event of certain cumulative changes in
the ownership of our company , which —An change-ptrstan eetion h e-generally occurs if one or
more stockholders , or groups of stockholders , Who own at least 5 % of a company’ s stock increase their ownership by more
than 50 percentage p01nts over the1r lowest ownershlp percentage w1th1n a rolhng three year perlod Gmeabrl-tty—te—uﬁhie-et&

W p-ehanges;ine RE-potentia § W PO- Slrnllar rules may apply under state tax laws. We
have not yet determrned the amount of the cumulatlve change in our ownership resulting from our IPO or other transactions, or
any resulting limitations on our ability to utilize our NOL carryforwards and other tax attributes. In addition, we may experience
ownership changes in the future due to subsequent shifts in our stock, some of which are outside of our control. If we earn
taxable income, such limitations could result in increased future income tax liability to us, and our future cash flows could be
adversely affected. We have recorded a full valuation allowance related to our NOL carryforwards and other deferred tax assets
due to the uncertainty of the ultimate realization of the future benefits of those assets.



