Risk Factors Comparison 2025-03-19 to 2024-03-08 Form: 10-K

Legend: New Text Removed-Fext-Unchanged Text Moved Text Section

v vty o st—Y ou should carefully consider the risks described below, as well
as the olhu information in this Annual Repml on me 10- K, including our financial statements and related notes appearing
elsu\ hue in Ihls Annudl Repml on Form 1() K and in the SLLllOll entitled ana(rcmull s Discussion and Analysis of

b ee g-wheth Hvestif . The occurrence of
any of the events or dev LlO pments described belo\x could harm our business, financial condition, results of operations and

growth prospects. In such an event, the market price of our common stock could decline ;and-you-mayltose-at-orpartofyour

tvestment-. Additional risks and uncertainties not presently known to us or that we currently deem immaterial also may impair

our busmus operations. Risks Related to -Stra-teg-teﬁl-tema-t—x-ve—P-reeess—Our Flnanc1al P0§1t10n and Need Pe-teﬂt—ta-l—Stra-teg-te

Bridge Medlclnes in October 2024, our focus is now on the development of GB3226 (prekusly referred to as BRM-
1420) and GB1211. If we fail to execute successfully on this realigned strategic focus, our business and prospects will be
adversely affected. On October 7, 2024, we announced that we had completed our strategic alternative review process
and determined to focus on our business on oncology and severe liver diseases. In connection with this announcement,
we announced that we had entered into the Bridge Purchase Agreement with Bridge Medicines, pursuant to which we
acquired global rights to Bridge Medicines’ BRM- 1420 program, a novel dual ENL- YEATS and FLT3 inhibitor for
multiple genetic subsets of AML, and assumed certain of Bridge Medicines’ liabilities associated with the acquired assets.
As a result of the conclusion of the strategic alternatives review process, our focus is now on the development of GB3226
and GB1211. As part of the strategic alternative review process, we determined not to further advance GB2064, our
LOXL- 2 inhibitor candidate. We believe this realigned strategic focus is the best way to optimize our financial and
other resources to advance our business . However, there is eanbe-no assurance that we will be successful at executing on
this strategy If we are &b-}e—unable to execute successfully eeﬁs'cnﬁfna-te—&ﬂ-y-p&ﬁ-teu-}&r—on thls realigned sllalum focus

P dates-will require subslamml dddmond capltal 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 and / or
eliminate one or more of our research and drug development programs, future commercialization efforts or other
operations. Developing biotechnology and 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. We expect our expenses to fund-the-increase in connection
with our ongoing activities, particularly if we conduct our planned clinical trials for GB3226, GB1211 and any future
product candidates that we may develop, seek regulatory approvals for any of our product candidates and to launch and
commercialize any products for which we receive regulatory approval. We also expect to continue to incur additional
costs associated with eondueting-operating as a public company. Accordingly, we will need to obtain substantial additional
funding in order to maintain our continuing operations. If we are unable to raise capital when needed or on acceptable
terms, we may be forced to delay, reduce or eliminate one or more of our research and drug development programs or
future commercialization efforts. As of December 31, 2024, we had $ 14. 2 million in cash and cash equivalents. Based on
current estimates of our expenses going forward, we believe that our existing cash and cash equivalents will be sufficient



to fund the reeessarypreclinical development of GB3226 into 2026, including the submission of and-- an IND to the FDA.
We have based this estimate on assumptions that may prove to be wrong, and we could exhaust our available capital
resources sooner than we expect We w1ll requlre substantlal additional capital to finance our operations, including
clinical development of g y-any petential-eounterparty-of the GB3226
and GB1211 programs. If we are unable to secure adequate addltlonal funding, we will need to reevaluate our operating
plans and may be forced to make reductions in a-strategie-transaetion-involving-spending, extend payment terms with
suppliers, liquidate assets where possible, delay, scale back our—- or eompany-may-eliminate some or all of our
development programs, relinquish rights to our intellectual property on less favorable terms than we would otherwise
choosc ﬂet—te-speﬂd—aeld-r&eﬂa-l- or cease operatlons entlrely Our future capltal requlrements and the perlod for which our

s1gmﬁcant Tom what the—pfeeess—\\ e expect &y telentt ; ;
and in eensummation-of-any sueh-transaetiorrevent, we w 111 require swmllcanl capltal in order to complete clinical

development of any of our current programs. Changes in economic conditions, including volatility in inflation and
interest rates, tariffs, lower consumer confidence, volatile equity capital markets and lower market prices for our
securities, ongoing supply chain disruptions and geopolitical instability may adversely affect our business, our future
capital requirements and our ability to finance our future cash needs. Our monthly spending levels will vary based on
new and ongoing development and corporate activities. Because the length of time en-the-partefourmanagement;-and the
diverston-activities associated with development of management™s-attention-may-disrapt-our business—Thenegotiationand
eonsummationofany sueh-transaction-may-also-product candldates is hlghly uncertam, we are unable to estimate the
actual funds we will require mere-time-or-for development grea v
eoperational-and-finanetalrisks-, ineluding—inereased-marketing and commerclallzatlon act1v1t1es. Our future fundmg
requirements, both near —term-and long- term expenditares-, will depend on many factors, including, but not limited to: ¢
the initiation, progress, timing, costs and results of preclinical studies and clinical trials for our product candidates,
including GB3226, GB1211 and any our other product candidates we develop in the future : - expostre-to-unknown
Habtlities-the clinical development plans we establish for these product candidates ; - higherthan-expeeted-aeguisition-or
integration-the scope, progress, results and costs of discovery, research, preclinical development, laboratory testing and
clinical trials for our current and future product candidates ; - inetrrenee-the impacts of volatility in inflation and interest
rates ,tariffs ,geopolitical instability,changes in international trade relationships and conflicts;* the number of,and development
requirements for,other product candidates that we develop;e the timelines of our clinical trials and the overall costs to finish
clinical trials due to geopolitical instability and conflict;® the outcome,timing and cost of meeting regulatory requirements
established by the FDA, the-EurepeanMedietnesAgeney;or-EMA ;-and other comparable foreign regulatory authorities;® our
ability to enter into contract manufacturing arrangements for supply of active pharmaceutical ingredient sex-(“ API ;-’) and
manufacture of our product candidates,and the terms of such arrangements;* whether we are able to enter into and maintain
collaboration agreements,including the terms of and timing of payments under any such agreements;e the cost of
filing,prosecuting,defending and enforcing our patent claims and other intellectual property rights;e the cost of defending
intellectual property disputes,including patent infringement actions brought by third parties against us or our product
candidates;* the extent to which we acquire or in- license other products,product candidates,or technologies;* the ability to
receive additional non- dilutive funding,including grants from organizations and foundations;e the effect of competing
clinical,technological and market developments;e the cost and timing of completion of commercial- scale outsourced
manufacturing activities;* changes in economic conditions,lower consumer confidence and volatile equity capital markets;and ¢
the costs of continuing to operate as a public company.We do not have any committed external source of funds or other support
for our development efforts,and we cannot be certain that additional funding will be available on acceptable terms,if at all.Until
such time,if ever,as we can generate substantial-substantial product revenue, we expect to finance our future operations
through our existing cash and cash equivalents and a combination of equity offerings, debt financings, collaborations,
strategic alliances, marketing and distribution arrangements, and / or licensing arrangements. Volatility in equity
capital markets may adversely affect the market price of or-our dHutive-issaanees-efequity securities , which may
materially and adversely affect our ability to fund fatare-operations;~write—downs-of assets-or-our gee&wrl—l—busmess
through public or inreurrenee-private sales of nen——reeurring-equity securities. If we raise additional funds through public
or private equity offerlngs tm-pa—rrmen-t—the terms of these secur1t1es may 1nclude hquldatlon or other preferences that
adversely affect ehatg b s-the rights eperations-and
persoennetof our common stockholders. F urther, to the extent that we raise addltlonal capital through the sale of common
stock or securltles convertlble or exchangeable into common stock, our ex1st1ng stockholders could suffer significant

ﬂS‘kS-u)uld have a—naateﬂa-l-advefse—effeet—rlghts, preferences, and pr1v1leges superlor to those of holders of our common
stock. In addition, any debt financing may subject us to fixed payment obligations and covenants limiting or restricting
our ability to take specific actions, such as incurring additional debt, making capital expenditures or declaring
dividends. If we raise additional capital through marketing and distribution arrangements or other collaborations,
strategic alliances or licensing arrangements with third parties, we may have to relinquish certain valuable intellectual
property or other rights to our product candidates, technologies, future revenue streams or research programs or grant



licenses on terms that may not be favorable to us.We also may be required to seek collaborators for any of our product
candidates at an earlier stage than otherwise would be desirable or relinquish our rights to product candidates or technologies
that we otherwise would seek to develop or commercialize ourselves.Market volatility and economic uncertainty in various
global markets resulting from geopolitical instability and conflict or other factors could also adversely impact our ability to
access capital as and when needed.If we are unable to raise additional capital in sufficient amounts or on terms acceptable to
us,we may have to significantly delay,scale back or discontinue the development or commercialization of one or more of our
product candidates or one or more of our other research and development initiatives. Any of the above events could significantly
harm eut-our business , prospects , financial condition and prespeets-results of operations and cause the price of our
common stock to decline. Our independent registered public accounting firm has included an explanatory paragraph
relating to our ability to continue as a going concern in its report on our audited financial statements included in this
Annual Report on Form 10- K. The report from our independent registered public accounting firm for the year ended
December 31, 2024 includes an explanatory paragraph stating that our losses from operations and required additional
funding to finance our operations raise substantial doubt about our ability to continue as a going concern for a period of
one year after the date the financial statements are issued. See Note 1 to our consolidated financial statements appearing
elsewhere in this Annual Report on Form 10- K for additional information on our assessment. We plan to raise
additional capital through some combination of equity or convertible debt financings and / or potential new
collaborations, but there can be no assurances any such ﬁnanclng w1ll be avallable when needed . [f we seek additional
financing a-stra A to fund our business activities in the

future pﬂrsue—a—disse-ltr&eﬂ—&nd—hqmda&en—ln—stteh—an—and eveﬁt—t-he-there aﬂ&euﬁt—e-ﬁeash—ava-rl&b-le—remams substantial

doubt about our ability to continue as a going concern, investors for-- or distribttion-other financing sources may be

unwilling to eursteekholders-witl-depend-heavily-provide additional funding to us on the-timing-ef sueh-hiquidationas-well-as
t-he—ametmt—e%eash—t-hat—commerclally reasonable terms or at all If we are unable to secure adequate addltlonal fundlng,

----- e-eot egte-transae -our operating plans beard—e-ﬁdrreeters—mafyf—deetde—te
pursae—a—dlsselﬁﬁen—a-nd—hqtnd&&en—&rs-ueh—&n—and eveﬁt—may be forced to make reductions in spending , the-amountefeash
available-extend payment terms with suppliers, liquidate assets where possible, delay, scale back for— or distribution-to
eliminate some ot or steekholders-will-depend-heavily-all of our development programs, relinquish rights to our
1ntellectual property on ﬂ&e—&mmg—ef—s-ueh—deetsren—and—less favorable terms than we would otherwise choose , as-with-the

b or cease distributton-will-beredueed-as-we-eontinte-te-fand-eur-operations
entlrely These actlons could materlally impact our business, results of operations and future prospects and the value of
shares of our common stock, and investors may lose all or a part of thelr investment . In addmon attemptlng rﬂetrﬁbea-rd
ef—d-rreeters—were—to secure approv d-o ockholders+w d v

festﬂietuﬂng—dlscovery and product development etfons &ue—te—&nfereseeﬁ—di-fﬁet&&eﬁdelays—eﬁme*peeted-eesfs— If we are

unable to realize in...... Financial Position and Need for Additional Capital We have incurred significant net losses since
inception and we expect to continue to incur significant net losses for the foreseeable future. We have incurred significant net
losses since our inception and have financed our operations principally through equity and debt financing. We continue to incur
significant research and development and other expenses related to our ongoing operations. For the years ended December 31,
2024 and 2023 and2022- we reported a net loss of $ 21. 4 million and $ 38. 3 million and-$-6+—-6-millien-, respectively. As of
December 31, 2023-2024 , we had an accumulated deficit of $ 256-277 . -5 million. We have devoted substantially all of our
resources and efforts to research and development, and we expect that it will be several years, if ever, before we generate
revenue from product sales. Even if we receive marketing approval for and commercialize one or more of our product



candidates, we expect that we will continue to incur substantial research and development and other expenses in order to
develop and market additional potential product candidates. We expect to continue to incur significant losses for the foreseeable
future, and we anticipate that our expenses will increase substantially if, and as, we: * negotiate-complete preclinical

development and file and-- an IND for GB3226 consummate-a-strategie-business-transaetion; * advance our fibresis-and

oncology and llver dlsease produet Candldates and any future produet candidates throu;_,h precllnlcal and clinical development,

seek regulatory approv dls f01 any product candlddtes that successfully Complete clinical trials; * Commercmhze our fibresis-and
oncology and liver disease product candidates and any future product candidates, if approved; ¢ increase the amount of research
and development activities to discover and develop product candidates; * hire additional clinical development, quality control,
scientific and management personnel; ¢ expand our operational, financial and management systems and increase personnel,
including personnel to support our clinical development and manufacturing efforts ;-general-and-administrative-funetions-and-onr
eperations-as-a-publie-eompany—; * establish a sales, marketing, medical affairs and distribution infrastructure to commercialize
any products for which we may obtain marketing approval and intend to commercialize on our own or jointly with third parties;
» maintain, expand and protect our intellectual property portfolio; and ¢ invest in or in- license other technologies or product
candidates. To become and remain profitable, we must develop and eventually commercialize products with significant market
potential. This will require us to be successful in a range of challenging activities, including completing preclinical studies and
clinical trials, obtaining marketing approval for product candidates, manufacturing, marketing and selling products for which we
may obtain marketing approval and satisfying any post- marketing requirements. We may never succeed in any or all of these
activities and, even if we do, we may never generate revenue that is significant enough to achieve profitability. If we do achieve
profitability, we may not be able to sustain or increase profitability on a quarterly or annual basis. Our failure to become and
remain profitable would decrease the value of our company and could impair our ability to raise capital, maintain our research
and dev elopment efforts, expdnd our business or Contmue our operations. SEC regulations limit the funds We-wil-reguire

we can ﬁre—uﬁab-}e—te—rdlse Sﬂeh—e&ptta-l—wheﬂ—ﬂeeéed—e%durmg 12

held by non- affiliates and

requirements-through-at $ 5. 76 per share, whlch was the J:east—= last reported sale prlce of our common stock on the next
Nasdaq Capital Market on January 21, 2025. Our registration statement on Form S- 3 (File No. 333- 260778) expired on
November 12, 2024 and we have not yet filed a new registration statement on Form S- 3. SEC regulations limit the
amount companies with a public float of less than $ 75 million may raise during |2 months frerrunder a shelf registration
statement on Form S- 3 As of the filing da’fe—of this Annual RepOIt on Form 1() K —Wle—have—based-&ns-es{-rﬁrafe-eﬂ




t-he—Baby Shelf Rule - ¢ ; ; aby-Sh

the Baby Shelf Rule, the amount of funds we can raise through primary pubhc securities offerlngs inany 12 months using a
registration statement on Form S- 3 is limited to one- third of the aggregate market value of the shares of our common stock held
by non- affiliates efthe-Company-. Therefore, if and when we wilt-file a new registration statement on Form S- 3, we may
continue to be limited in the proceeds we can raise by selling shares of our common stock using eut-a shelf registration
statement on Form S- 3 until our public float exceeds $ 75 million The —Befere-ourpublie-floatexeeeds$F5-mithonifour
publie-fleat-deereasesthe-number of securities we may sell under etr-a Form S- 3 shelf registration statement svitkmay also
deerease-change over time . Even if sufficient funding is available in the future , there can be no assurance that it will be
available on terms acceptable to our stockholders or us. Furthermore, if we are required or choose to file a new registration
statement on a form other than Form S- 3, we may incur additional costs and be subject to delays due to review by the SEC
staff. The amount of our future losses is uncertain and our operating results may fluctuate significantly or may fall below the
expectations of investors or securities analysts, each of which may cause our stock price to fluctuate or decline. Our quarterly
and annual operating results may fluctuate significantly in the future due to a variety of factors, many of which are outside of
our control and may be difficult to predict, including the following: < our financial requirements; ® the timing and success or
failure of preclinical development and clinical trials for our product candidates or competing product candidates, or any other
change in the competitive landscape of our industry, including consolidation among our competitors or partners; ¢ our ability to
successfully recruit and retain subjects for clinical trials, and any delays caused by difficulties in such efforts; ¢ our ability to
obtain marketing approval for our product candidates, and the timing and scope of any such approvals we may receive; ¢ the
timing and cost of, and level of investment in, research and development activities relating to our product candidates, which may
change from time to time; * the cost of manufacturing our product candidates, which may vary depending on the quantity of
production and the terms of our agreements with manufacturers; ¢ our ability to attract, hire and retain qualified personnel; °
expenditures that we will or may incur to develop additional product candidates; ¢ the level of demand for our product
candidates should they receive approval, which may vary significantly; ¢ the risk / benefit profile, cost and reimbursement
policies with respect to our product candidates, if approved, and existing and potential future therapeutics that compete with our
product candidates; ¢ general market conditions or extraordinary external events, such as increased economic uncertainty in the
United States and abroad; « the changing and volatile U. S. and global economic environments; and ¢ future accounting
pronouncements or changes in our accounting policies. The cumulative effects of these factors could result in large fluctuations
and unpredictability in our quarterly and annual operating results. As a result, comparing our operating results on a period- to-
period basis may not be meaningful. This variability and unpredictability could also result in our failing to meet the expectations
of industry or financial analysts or investors for any period. If our revenue or operating results fall below the expectations of
analysts or investors or below any forecasts we may provide to the market, or if the forecasts we provide to the market are
below the expectations of analysts or investors, the price of our common stock could decline substantially. Such a stock price
decline could occur even when we have met any previously publicly stated guidance we may provide. Risks Related to
Research and Development and the Biotechnology and Biopharmaceutical Industry We have a limited operating history, which
may make it difficult to evaluate our prospects and likelihood of success. We are a clinical- stage biotechnology company with a
limited operating history. We were founded as Galecto Biotech AB, a Swedish operating company, in 2011 and incorporated in
Delaware as Galecto, Inc. in October 2019, have no products approved for commercial sale and have not generated any revenue.
Our operations to date have been limited to organizing and staffing our company, business planning, raising capital, establishing
our intellectual property portfolio and performing research and development of our product candidates. Our approach to the
discovery and development of product candidates is unproven, and we do not know whether we will be able to develop any
products of commercial value. In addition, our product candidates, including GB3226 and GB121 1 and-GB2664-, are in
preclinical development and the carly stages-- stage of clinical development , respectively . These programs will require
substantial additional development and clinical research time and resources before we would be able to apply for or receive
regulatory approvals and begin generating revenue from product sales. We have not yet demonstrated the ability to progress any
product candidate through later- stage clinical trials leading to successful marketing authorization. We may be unable to obtain
regulatory approval, manufacture a commercial scale product, or arrange for a third party to do so on our behalf, achieve market
access ;-and acceptance with insurers and health-healthcare eare-providers, or conduct sales and marketing activities necessary
for successful product commercialization. Investment in biotechnology and biopharmaceutical product development is highly
speculative because it entails substantial upfront capital expenditures and significant risk that any potential product candidate
will fail to demonstrate adequate efficacy or an acceptable safety profile, gain regulatory approval and become commercially
viable. In addition, as a business with a limited operating history, we may encounter unforeseen expenses, difficulties,
complications, delays and other known and unknown factors and risks frequently experienced by early- stage biotechnology and
biopharmaceutical companies in rapidly evolving fields. Consequently, we have no meaningful history of operations upon which
to evaluate our business, and predictions about our future success or viability may not be as accurate as they could be if we had a
longer operating history or a history of successfully developing and commercializing drug products. GB3226 is currently in
preclinical development and we may fail to show that the drug is generally safe and well tolerated and that it may
provide clinical benefit for patients. Preclinical models have demonstrated that GB3226 is active against MLLr, NPM1m
and FLT3 driven AML, and we believe that GB3226 has the potential to be further developed to become a treatment



option for other tumor types. We anticipate that a small molecule ENL- YEATS / FLT3 inhibitor, such as GB3226 may
have the potential to address a broader AML patient population, including those with high- risk genetic mutations. Our
plan is to conduct an initial Phase 1a dose escalation clinical trial in patients with AML with a focus on relapsed or
refractory MLLr (or KMT2Ar) and NPM1 mutated patients who have failed menin inhibitor therapy, and relapsed or
refractory FLT3 mutated patients, to assess both the safety and efficacy of GB3226. If our initial clinical data lend
support for our hypothesis, we plan to continue developing GB3226 in this indication. At this time, however, we have not
yet sufficiently demonstrated a favorable risk- benefit of GB3226 in patients, and we may be unable to establish sufficient
efficacy to warrant continued development in this indication and we may fail to show that the drug is generally safe and
well tolerated and that it may provide clinical benefit for patients. Our business is highly dependent on the success of our
product candidates, GB3226 and GB1211 and-GB2064-, as well as any other product candidates that we advance into the clinic.
All of our product candidates may-require significant addittenal-preclinical and / or clinical development before we may be able
to seek regulatory approval for and launch a product commercially. We currently have no products that are approved for
commercial sale and may never be able to develop marketable products. We are very early in our development efforts, and our
product candidates, including GB3226 and GB1211 and-GB2664-, are in preclinical development and the carly stage of
clinical development , respectively . If these product candidates encounter safety or efficacy problems, development delays,
regulatory issues or other problems, our development plans and business would be significantly harmed. Before we can generate
any revenue from sales of our fibresis-eroncology or liver disease product candidates, we must undergo additional preclinical
and clinical development, regulatory review and approval in one or more jurisdictions. In addition, if one or more of our product
candidates are approved, we must ensure access to sufficient commercial manufacturing capacity and conduct significant
marketing efforts in connection with any commercial launch. These efforts will require substantial investment, and we may not
have the financial resources to continue development of our product candidates. We may experience setbacks that could delay or
prevent regulatory approval of, or our ability to commercialize, our product candidates, including: * negative or inconclusive
results from our preclinical studies or clinical trials or positive results from the clinical trials of others for product candidates
similar to ours leading to their approval, and evolving to a decision or requirement to conduct additional preclinical testing or
clinical trials or abandon a program; ¢ product- related side effects experienced by patients or subjects in our clinical trials or by
individuals using drugs or therapeutics that we, DSMBs, institationatrevtewboard;-or-IRBs, the FDA, other regulators or others
view as relevant to the development of our product candidates; ¢ delays in submitting INDs or comparable foreign applications
or delays or 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 or comparable foreign authorities regarding
the scope or design of our clinical trials, including our clinical endpoints; ¢ delays in enrolling subjects in clinical trials,
including due to geopolitical instability and conflict in Eastern Europe and the economic challenges caused by global pandemics
suehras-the-COVID-—9-pandemie-; < high drop- out rates of subjects from clinical trials; * inadequate supply or quality of
product candidates or other materials necessary for the conduct of our clinical trials; * greater than anticipated clinical trial costs;
* inability to compete with other therapies; * poor efficacy of our product candidates during clinical trials or emerging
unfavorable safety profiles ; - trial results taking longer than anticipated; ¢ trials being subjected to fraud or data capture
failure or other technical mishaps leading to the invalidation of our trials in whole or in part; * the results of our trials not
supporting application for conditional approval in the EU; « unfavorable FDA or other 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 development generally or with respect
to our technology in particular; or  varying interpretations of data by the FDA and similar foreign regulatory agencies. We do
not have complete control over many of these factors, including certain aspects of clinical development and the regulatory
submission process, potential threats to our intellectual property rights and our manufacturing, marketing, distribution and sales
efforts or that of any future collaborator. Clinical development involves a lengthy, complex and expensive process, with an
uncertain outcome, and the results of preclinical studies and early- stage clinical trials of our product candidates may not be
predictive of the results of later- stage clinical trials. To obtain the requisite regulatory approvals to commercialize any product
candidates, we must demonstrate through extensive preclinical studies and clinical trials that our product candidates are safe and
effective in humans for their intended uses . Clinical testing is expensive and can take many years to complete, and its
outcome is inherently uncertain. In particular, the general approach for FDA approval of a new drug is dispositive data from two
well- controlled, Phase 3 clinical trials of the relevant drug in the relevant patient population , although under certain
circumstances FDA has indicated that a single trial with certain characteristics and additional information may satisfy
the legal standard for new drug approval . Phase 3 clinical trials typically involve hundreds of patients, have significant costs
and take years to complete. A product candidate can fail at any stage of testing, even after observing promising signals of
activity in earlier preclinical studies or clinical trials. The results of preclinical studies and early clinical trials of our product
candidates may not be predictive of the results of later- stage clinical trials. =There is typically an extremely high rate of attrition
from the failure of product candidates proceeding through clinical trials. Product candidates in later stages of clinical trials may
fail to show the desired safety and efficacy profile despite having progressed through preclinical studies and initial clinical trials.
For example, in August 2023, we announced that our Phase 2b trial evaluating GB0139 for the treatment of idiopathic
pulmonary fibrosis ;er-(*“ IPF ”) , did not meet its primary endpoint of change from baseline in rate of decline in forced vital
capacity. As a result, we announced that we were discontinuing development of GB0139. A number of companies in the
biotechnology and biopharmaceutical industry have alse suffered significant setbacks in advanced clinical trials due to lack of
efficacy or unacceptable safety issues, notwithstanding promising results in earlier trials. Most product candidates that
commence clinical trials are never approved as therapeutic products, and there can be no assurance that any of our future clinical



trials will ultimately be successful or support further clinical development of any of our fibrests-er-oncology or liver disease
product candidates. Product candidates that appear promising in the early phases of development may fail to reach the market
for several reasons, including: ¢ preclinical studies or clinical trials may show the product candidates to be less effective than
expected (e. g., a clinical trial could fail to meet its primary endpoint (s)) or to have unacceptable side effects or toxicities; ©
failure to establish clinical endpoints that applicable regulatory authorities would consider clinically meaningful; ¢ failure to
receive the necessary regulatory approvals; * manufacturing costs, formulation issues, pricing or reimbursement issues, or other
factors that make a product candidate uneconomical; and  the proprietary rights of others and their competing products and
technologies that may prevent one of our product candidates from being commercialized. Congress also recently amended the
FDCA to require sponsors of a Phase 3 clinical trial, or other “ pivotal study ” of a new drug to support marketing
authorization, to design and submit a diversity action plan for such clinical trial. The action plan must describe
appropriate diversity goals for enrollment, as well as a rationale for the goals and a description of how the sponsor will
meet them. Although none of our current product candidates has reached Phase 3 of clinical development, we must
submit a diversity action plan to the FDA by the time we submit a Phase 3 trial, or pivotal study, protocol to the agency
for review, unless we are able to obtain a waiver for some or all of the requirements for a diversity action plan. Initiation
of such trials may be delayed if the FDA objects to our proposed diversity action plans for any future Phase 3 trial for
our product candidates, and we may experience difficulties recruiting a diverse population of patients in attempting to
fulfill the requirements of any approved diversity action plan. [n addition, differences in trial design between early- stage
clinical trials and later- stage clinical trials make it difficult to extrapolate the results of earlier clinical trials to later clinical
trials. Moreover, clinical data are often susceptible to varying interpretations and analyses, and many companies that have
believed their product candidates performed satisfactorily in clinical trials have nonetheless failed to obtain marketing approval
of their products. Additionally, several of our past, planned and ongoing clinical trials utilize an ““ open- label ” trial design,
where both the patient and investigator know whether the patient is receiving the investigational product candidate or either an
existing approved drug or placebo. Most typically, open- label clinical trials test only the investigational product candidate and
sometimes may do so at different dose levels. Open- label clinical trials are subject to various limitations that may exaggerate
any therapeutic effect as-because patients in open- label clinical trials are aware when they are receiving treatment. Open- label
clinical trials may also be subject to a “ patient bias ” where patients perceive their symptoms to have improved merely due to
their awareness of receiving an experimental 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. The results
from an open- label trial may not be predictive of future clinical trial results with any of our product candidates for which we
include an open- label clinical trial when studied in a controlled environment with a placebo or active control. In addition, the
standards that the FDA and comparable foreign regulatory authorities use when regulating our product candidates require
judgment and can change, which makes it difficult to predict with certainty how they will be applied. Although we are initially
focusing our efforts on development of small molecule drug products, we may in the future pursue development of biological
products, which could make us subject to additional regulatory requirements. Any analysis we perform of data from preclinical
and clinical activities is subject to confirmation and interpretation by regulatory authorities, which could delay, limit or prevent
regulatory approval. We may also encounter unexpected delays or increased costs due to new government regulations. Examples
of such regulations include future legislation or administrative action, or changes in FDA policy during the period of product
development and FDA regulatory review. We cannot predict whether legislative changes will be enacted, or whether FDA or
foreign regulations, guidance or interpretations will be changed, or what the impact of such changes, if any, may be. For
example, in April 2023 the European Commission issued a proposal for a new directive and a new regulation, which will
revise and replace the existing general pharmaceutical legislation. If adopted and implemented as currently proposed,
these revisions will significantly change several aspects of drug development and approval in the EU. The FDA may also
require a panel of experts, referred to as an advisory committee, to deliberate on the adequacy of the safety and efficacy data to
support approval. The opinion of the advisory committee, although not binding on the FDA with respect to its decision on a
new drug application , may have a significant impact on our ability to obtain approval of any product candidates that we
develop. We have conducted our past clinical trials in foreign countries. If we continue to seek to conduct clinical trials in
foreign countries or pursue marketing approvals in foreign jurisdictions, we must comply with numerous foreign regulatory
requirements governing, among other things, the conduct of clinical trials, manufacturing and marketing authorization, pricing
and third- party reimbursement. The foreign regulatory approval process varies among countries and may include all of the risks
associated with FDA approval described above as well as risks attributable to the satisfaction of local regulations in foreign
jurisdictions. Qther risks include the failure of enrolled subjects in foreign countries to adhere to clinical protocols as a
result of differences in healthcare services or cultural customs, managing additional administrative burdens associated
with foreign regulatory schemes, and political and economic risks relevant to such foreign countries. Moreover, the time
required to obtain approval from foreign regulatory agencies may differ from that required to obtain FDA approval. Approval by
the FDA does not ensure approval by regulatory authorities outside the United States and vice versa. Successful completion of
clinical trials is a prerequisite to submitting a marketing application to the FDA and similar marketing applications to
comparable foreign regulatory authorities, for each product candidate and, consequently, the ultimate approval and commercial
marketing of any product candidates. We may experience negative or inconclusive results, which may result in our deciding, or
our being required by regulators, to conduct additional clinical studies or trials or abandon some or all of our product
development programs, which could have a material adverse effect on our business. We may incur additional costs or experience
delays in completing, or ultimately be unable to complete, the development and commercialization of our fibresis-er-oncology
or liver disease product candidates. We may experience delays in initiating or completing clinical trials. We also may



experience numerous unforeseen events during, or as a result of, any future clinical trials that could delay or prevent our ability
to receive marketing approval for, or to commercialize, any of our fibresis-er-oncology or liver disease product candidates in
development, including: * regulators or institutionatreview-boards;or-IRBs ;-or ethics committees may not authorize us or our
investigators to commence a clinical trial or conduct a clinical trial at a prospective trial site; » the FDA or other comparable
regulatory authorities may disagree with our clinical trial design, including with respect to dosing levels administered in our
planned and ongoing clinical trials, which may delay or prevent us from initiating or continuing our clinical trials with our
originally intended trial design; * we may experience delays in reaching, or fail to reach, agreement on acceptable terms with
prospective trial sites and prospective contract research organizations yer-(“ CROs ) , which can be subject to extensive
negotiation and may vary significantly among different CROs and trial sites ; » we may experience delays in identifying,
recruiting and training suitable clinical investigators for our trials ; * the number of subjects required for clinical trials of
any product candidates may be larger than we anticipate, or subjects may drop out of these clinical trials or fail to return for
post- treatment follow- up at a higher rate than we anticipate; * our third- party contractors may fail to comply with regulatory
requirements or meet their contractual obligations to us in a timely manner, or at all, or may deviate from the clinical trial
protocol or drop out of the trial, which may require that we add new clinical trial sites or investigators; ¢ due to the impact of
economic challenges caused by global epidemics or pandemics and uncertainty in various global markets caused by geopolitical
instability, we may experience delays or interruptions to our manufacturing supply chain, or we could suffer delays in reaching,
or we may fail to reach, agreement on acceptable terms with third- party service providers on whom we rely; ¢ additional delays
and interruptions to our clinical trials could extend the duration of the trials and increase the overall costs to finish the trials as
our fixed costs are not substantially reduced during delays; « we may elect to, or regulators, IRBs, DSMBs or ethics committees
may require that we or our investigators, suspend or terminate clinical research or trials for various reasons, including
noncompliance with regulatory requirements or a finding that the participants are being exposed to unacceptable health risks; ¢
we may not have the financial resources available to complete our planned and ongoing clinical trials, or the cost of clinical
trials of any product candidates may be greater than we anticipate; * the supply or quality of our product candidates or other
materials necessary to conduct clinical trials of our product candidates may be insufficient or inadequate to initiate or complete a
given clinical trial; and « the FDA or other comparable foreign regulatory authorities may require us to submit additional
nonclinical data such as long- term toxicology studies or impose other requirements before permitting us to initiate a clinical
trial. Our product development costs will increase if we experience additional delays in clinical testing or in obtaining marketing
approvals. We do not know whether any of our clinical trials will begin as planned, will need to be restructured or will be
completed on schedule, or at all. In addition, we may voluntarily redesign or otherwise modify our plans with respect to an
ongoing or planned clinical trial, and changing the design of a clinical trial can be expensive and time consuming. If we do not
achieve our product development goals in the time frames we announce and expect, the approval and commercialization of our
product candidates may be delayed or prevented entirely. Significant clinical trial modifications or delays also could shorten any
periods during which we may have the exclusive right to commercialize our product candidates and may allow our competitors
to bring products to market before we do, potentially impairing our ability to successfully commercialize our product candidates
and harming our business and results of operations. Any changes or delays in our clinical development programs may harm our
business, financial condition and results of operations significantly. Our ongoing and future clinical trials may reveal significant
adverse events or unexpected drug- drug interactions not seen in our preclinical studies and may result in a safety profile that
could delay or prevent regulatory approval or market acceptance of any of our product candidates. Our product candidates are
designed to inhibit galectin- 3 or FOXE2-ENL- YEATS / FLT3 , and we believe such inhibition can play a key role in
impacting regulating-fibrosis-and-cancer and liver disease . However, our products are still in the testing phase. If significant
adverse events or other side effects are observed in any of our ongoing or future clinical trials, we may have difficulty recruiting
patients to participate in our clinical trials, patients may drop out of our trials, or we may be required to reduce the dosage
amount of our intended product candidate or abandon the trials or our development efforts altogether. For instance, in the dose
selection phase of our Phase 2a GALLANT- 1 trial evaluating GB1211 in combination with atezolizumab for the first- line
treatment of NSCLC, we observed two serious adverse events of autoimmune- type skin rashes (showing perivascular
lymphocytic infiltrates), which were determined by the principal investigator to be related to the administration of atezolizumab.
The reactions were similar to those observed with atezolizumab and described in the label 55 however, in accordance with the
protocol, we reduced the GB1211 dose to 100mg twice daily for the second patient cohort. Some potential therapeutics
developed in the biotechnology and biopharmaceutical industry that initially showed therapeutic promise in early- stage trials
have later been found to cause side effects that prevented their further development. Even if the side effects do not preclude the
product candidate from obtaining or maintaining marketing approval, undesirable side effects may inhibit market acceptance of
the approved product due to its tolerability versus other therapies. If we encounter difficulties enrolling patients in our clinical
trials, our clinical development activities could be delayed or otherwise adversely affected. Identifying and qualifying patients to
participate in clinical studies of our product candidates is critical to our success. The timing of completion of our clinical studies
depends in part on the speed at which we can recruit patients to participate in testing our product candidates, and we may
experience delays in our clinical trials if we encounter difficulties in recruitment or enrollment. We may not be able to initiate
or continue clinical trials for our product candidates 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 similar regulatory authorities outside the United States. From 2020 to
2022, the COVID- 19 pandemic caused delays in certain of our studies, including (i) a delay in recruitment for our Phase 2b trial
of GB0139 in IPF patients, which resulted in certain trial protocol amendments and increased costs and (ii) a delay in the
initiation and recruitment of our planned and ongoing clinical trials of GB1211 and-GB2664-. We-In the future, we may
eontinte-to-experience difficulties in patient enrollment in our clinical trials for a variety of reasons. The timely completion of
clinical trials in accordance with their protocols depends, among other things, on our ability to enroll a sufficient number of



patients who remain in the trial until its conclusion. The enrollment of patients depends on many factors, including: * the patient
eligibility and exclusion criteria defined in the protocol; « the size of the patient population required for analysis of the trial” s
primary endpomts and the process for 1dent1fying patients . the w11hngness or availability of patients to participate in our trials
RE 0 o-hig 0 e asesy-or known or perceived risks associated with our
product candidates * the prOXirnity of patients to trial sites; * the design of the trial; * our ability to recruit clinical trial
investigators with the appropriate competencies and experience; * clinicians’ and patients’ perceptions as to the potential
advantages and risks of the product candidate being studied in relation to other available therapies, including any new products
that may be approved for the indications we are investigating;  the availability of competing commercially available therapies
and other competing product candidates’ clinical trials; * our ability to obtain and maintain patient informed consents; and ¢ the
risk that patients enrolled in clinical trials will drop out of the trials before completion. Our clinical trials will compete with
other clinical trials for product candidates that are in the same therapeutic areas as our product candidates, and this competition
will reduce the number and types of patients available to us, because some patients who might have opted to enroll in our trials
may instead opt to enroll in a trial being conducted by one of our competitors. Since the number of qualified clinical
investigators is limited, we expect to conduct some of our clinical trials at the same clinical trial sites that some of our
competitors use, which will reduce the number of patients who are available for our chnical trials -rn—at such chnical trial site.
Certain of our clinical trials may also involve invasive procedures ;-sueh-asb pstesn ently-complete
MYEOX—ttrial, which may lead some patients to drop out of trials to av01d these follow- up pr0cedures Further timely
enrollment in clinical trials is reliant on clinical trial sites which may be adversely affected by global health matters, including,
among other things, epidemics, pandemics , supply and labor shortages and political and social conditions. For example, the
COVID- 19 pandemic and military action and civil and political unrest in regions where we have-eperations-have-previously
conducted clinical trials previously negatively affected certain efeurehnteal-trial sites as they hawve-had not been allowed to
enroll or recruit patients ane-, while other sites have-were not been-able to receive patient visits ;whiehresulted-in-the-need-to
amend-ourprotocoHforour-GAEACHC—ttriakinPF-. Delays in patient enrollment may result in increased costs or may affect
the timing or outcome of our future clinical trials, which could cause us to reprioritize our clinical trials and use of funds for
such trials, prevent completion of these trials and adversely affect our ability to advance the development of our product
candidates. The design or execution of our ongoing and future clinical trials may not support marketing approval or
commercialization. The design or execution of a clinical trial can determine whether its results will support marketing approval
and successful commercialization, and flaws in the design or execution of a clinical trial may not become apparent until the
clinical trial is well advanced. Additionally, in some instances, there can be significant variability in safety or efficacy results
between different trials with the same product candidate due to numerous factors, including differences in trial protocols, size
and type of the patient populations, variable adherence to the dosing regimen or other protocol requirements and the rate of
dropout among clinical trial participants. We do not know whether any clinical trials we conduct will demonstrate consistent or
adequate efficacy and safety to obtain marketing approval to market our product candidates, or commercial acceptance
thereafter. For example, we have designed our product candidates to be selective, but they may not be selective enough to
achieve the desired safety or efficacy to gain marketing approval. The FDA and comparable foreign regulatory authorities have
substantial discretion in the approval process and in determining when or whether marketing approval will be obtained for any
of our product candidates. Our product candidates may not be approved even if they achieve their primary endpoints in future
Phase 3 clinical trials or registrational trials. The FDA or comparable foreign regulatory authorities may disagree with our trial
designs and our interpretation of data from preclinical studies or clinical trials. In addition, any of these regulatory authorities
may change the requirements for the approval of a product candidate even after reviewing and providing comments or advice on
a protocol for a pivotal Phase 3 or registrational clinical trial. In addition, any of these regulatory authorities may also approve a
product candidate for fewer or more limited indications than we request or may grant approval contingent on the performance of
costly post- marketing clinical trials. The FDA or comparable foreign regulatory authorities may not approve the labeling claims
that we believe would be necessary or desirable for the successful commercialization of our product candidates, if approved. We
intend to develop certain of our product candidates and potentially other product candidates in combination with other therapies,
which exposes us to additional risks. We intend to develop certain of our product candidates and likely other future product
candidates in combination with one or more other approved or unapproved therapies to treat cancer or other diseases. For
example, in the fourth quarter of 2021, we announced that we had entered into a clinical trial supply agreement with Roche for
our planned Phase 2a trial of GB1211 in combination with atezolizumab, a PD- L1 checkpoint inhibitor, for the first- line
treatment of NSCLC. In the dose selection phase of our Phase 2a GALLANT- 1 trial for the first- line treatment of NSCLC, we
observed two serious adverse events of autoimmune- type skin rashes (showing perivascular lymphocytic infiltrates), which
were determined by the principal investigator to be related to the administration of atezolizumab. The reactions were similar to
those observed with atezolizumab and described in the label. Both reactions responded to therapy with oral glucocorticosteroids
and were clinically manageable. In accordance with the protocol, we reduced the GB1211 dose to 100mg twice daily for the
second patient cohort. We did not observe such reaction in the second patient cohort, for which we reported topline results in the
fourth quarter of 2023. Although we may be able to observe activity of our product candidates as a monotherapy, it may be
difficult to observe activity of our product candidates when administered with approved agents or investigational products. Such
discoveries may lead to discontinuations of certain dosing groups and the modification or termination of our clinical trials. We
are unable to predict how the results of our combination therapy trial cohorts could affect the prospects for securing marketing
approval of our product candidates or commercial acceptance thereafter. Even if any product candidate we develop were to
receive marketing approval or be commercialized for use in combination with other existing therapies, we would continue to be
subject to the risks that the FDA or comparable foreign regulatory authorities outside of the United States could revoke approval
of the therapy used in combination with our product or that safety, efficacy, manufacturing or supply issues could arise with any




of those existing therapies. If the therapies we use in combination with our product candidates are replaced as the standard of
care for the indications we choose for any of our product candidates, the FDA or comparable foreign regulatory authorities may
require us to conduct additional clinical trials. The occurrence of any of these risks could result in our own products, if
approved, being removed from the market or being less successful commercially. We also may choose to evaluate our current
product candidates or any other future product candidates in combination with one or more cancer therapies that have not yet
been approved for marketing by the FDA or comparable foreign regulatory authorities. We will not be able to market and sell
our current product candidates or any product candidate we develop in combination with an unapproved cancer therapy for a
combination indication if that unapproved therapy does not ultimately obtain marketing approval either alone or in combination
with our product. In addition, unapproved cancer therapies face the same risks described with respect to our product candidates
currently in development and clinical trials, including the potential for serious adverse effects, delay in their clinical trials and
lack of FDA approval. If the FDA or comparable foreign regulatory authorities do not approve these other products or revoke
their approval of, or if safety, efficacy, quality, manufacturing or supply issues arise with, the products we choose to evaluate in
combination with our product candidate we develop, we may be unable to obtain approval of or market such combination
therapy. We may not be able to obtain orphan drug exclusivity for our product candidates, which could limit the potential
profitability of such product candidates. Regulatory authorities in some jurisdictions, including the United States and
Europe, may designate drugs for relatively small patient populations as orphan drugs. Under the Orphan Drug Act, the
FDA may designate a product as an orphan drug if it is a drug intended to treat a rare disease or condition, which is
generally defined as a patient population of fewer than 200, 000 individuals in the United States. A similar orphan drug
designation program exists in the European Union and is administered by the EMA, with multiple orphan drug
qualifying criteria including that the prevalence of the condition in the European Union should not be more than 5 in 10,
000. Generally, if a product with an orphan designation subsequently receives the first marketing approval for the
indication for which it receives the designation, then the product is entitled to a period of marketing exclusivity that
precludes the applicable regulatory authority from approving another marketing application for the same drug for the
same indication during the exclusivity period. The currently applicable orphan exclusivity period is seven years in the
United States and ten years in Europe. The European exclusivity period can be reduced to six years if a drug no longer
meets the criteria for orphan designation or if the drug is sufficiently profitable so that market exclusivity is no longer
justified. Orphan drug exclusivity may be lost if the FDA or EMA determines that the request for designation was
materially defective, or if the manufacturer is unable to assure sufficient quantity of the drug to meet the needs of
patients with the rare disease or condition. If we obtain an orphan designation and FDA approval of any of our product
candidates for an oncology indication, we would be entitled to seven years of marketing exclusivity for that orphan
indication. However, if a competitor obtained approval of a generic form of such product candidate for another
indication, physicians would not be prevented from prescribing the generic drug for the orphan indication during the
period of marketing exclusivity. Such prescribing practices could adversely affect the sales of our product candidates for
the orphan indication. We may seek Breakthrough Therapy designation and-or Fast Track designation byfrom the FDA 5
neither-of whieh-has-beenrobtained;eventf granted-for any-ofour current or future product candidates . We may not be
successful in receiving such designation but even if we do , it may not lead to a faster development or regulatory review
process, and such designations do not increase the likelihood that any of our product candidates will receive marketing approval
in the United States. We intend to evaluate regulatory strategies that could enable us to take advantage of expedited
development pathways for certain of our product candidates, although we cannot be certain that our product candidates will
qualify for any expedited development pathways or that regulatory authorities will grant, or allow us to maintain, the relevant
designations. Potential expedited development pathways that we could pursue include breakthrough-Breakthrough therapy
Therapy and Fast Track designation. Breakthrough Therapy designation is intended to expedite the development and review of
product candidates that are designed to treat serious or life- threatening diseases when preliminary clinical evidence indicates
that the drug-product candidate may demonstrate substantial improvement over existing therapies on one or more clinically
significant endpoints, such as substantial treatment effects observed early in clinical development. The designation of a product
candidate as a breakthrough therapy provides potential benefits that include more frequent meetings with FDA to discuss the
development plan for the product candidate and ensure collection of appropriate data needed to support approval; more frequent
written correspondence from FDA about such things as the design of the proposed clinical trials and use of biomarkers;
intensive guidance on an efficient drug development program, beginning as early as Phase 1; organizational commitment
involving senior managers; and eligibility for rolling review and priority review. Fast Track designation is designed for product
candidates intended for the treatment of a serious or life- threatening disease or condition, where nonclinical or clinical data
demonstrate the potential to address an unmet medical need for this disease or condition. The designation of a product candidate
as Fast Track provides potential benefits that include more opportunities for frequent interaction and communication with FDA
during product development and eligibility for rolling review and priority review. Even if we believe a particular product
candidate is eligible for Breakthrough Therapy or Fast Track designation, we cannot assure you that the FDA would decide to
grant such a designation in response to our written requests. Breakthrough Therapy designation and Fast Track designation do
not change the standards for product approval, and there is no assurance that such designation will result in expedited review or
approval or that the approved indication will not be narrower than the indication covered by the Breakthrough Therapy
designation or Fast Track designation. Thus, even if we do receive Breakthrough Therapy or Fast Track designation for any of
our product candidates, we may not experience a faster development process, review or marketing approval compared to
conventional FDA procedures. The FDA may withdraw Breakthrough Therapy or Fast Track designation if it believes that the
product no longer meets the qualifying criteria. Our business may be harmed if we are unable to avail ourselves of these or any
other expedited development and regulatory pathways. We have conducted and may in the future conduct clinical trials for our



product candidates outside the United States. The FDA, EMA or comparable foreign regulatory authorities may not accept data
from such trials, and doing so subjects us to the risk that clinical development of our product candidates may be adversely
affected by changes in local and regional political and economic conditions. Historically, our clinical trials enrolled some or all
patients outside of the United States. The acceptance of trial data from clinical trials conducted outside the United States or
another jurisdiction by the FDA or comparable foreign regulatory authorities may be subject to certain conditions or may not be
accepted at all. In cases where data from clinical trials conducted outside the United States are intended to serve as the sole
basis for approval in the United States, the FDA will generally not approve the application on the basis of foreign data alone
unless (i) the data are applicable to the United States population and United States medical practice; (ii) the trials were
performed by clinical investigators of recognized competence and pursuant to GCP requirements; (iii) the data may be
considered valid without the need for an on- site inspection by the FDA or, if the FDA considers such an inspection to be
necessary, the FDA is able to validate the data through an on- site inspection or other appropriate means. Even where the
foreign study data are not intended to serve as the sole basis for approval, the FDA will not accept the data as support for
an application for marketing approval unless the study is well- designed and well- conducted in accordance with GCP
requirements and the FDA is able to validate the data from the study through an onsite inspection if deemed necessary.
Additionally, the FDA” s clinical trial requirements, including sufficient size of patient populations and statistical powering,
must be met. Many-Most foreign regulatory bodies have similar approval requirements. In addition, such foreign trials would be
subject to the applicable local laws of the foreign jurisdictions where the trials are conducted. There can be no assurance that the
FDA, EMA or any comparable foreign regulatory authority will accept data from trials conducted outside of the United States
or the applicable jurisdiction. If the FDA, EMA or any comparable regulatory authority does not accept such data, it would
result in the need for additional trials, which would be costly and time- consuming and delay aspects of our business plan, and
which may result in our product candidates not receiving approval or clearance for commercialization in the applicable
jurisdiction. In particular, we may seek to enroll patients in our clinical trials in Ukraine, Russia and other Eastern European
countries. Any escalation of political tensions, economic instability, military activity or civil hostilities in this region could
disrupt or delay such trials, or adversely affect the timeliness of such trials. Our ability to conduct these trials may be dependent
upon whether or not our involvement in such projects is restricted under U. S. or EU sanctions laws and the extent to which any
of our current or prospective operations may become subject to those laws. Changes in methods of product candidate
manufacturing or formulation may result in additional costs or delay. As product candidates progress through preclinical to late-
stage clinical trials to marketing approval and commercialization, various aspects of the development program, such as
manufacturing methods and the product’ s formulation, may be altered along the way in an effort to optimize yield,
manufacturing batch size, minimize costs and achieve consistent quality and results. These changes carry the risk that they will
not achieve their intended objectives. Any of these changes could cause our product candidates to perform differently and affect
the results of our current clinical trials or other future clinical trials conducted with the altered materials. This could delay
completion of clinical trials, require the conduct of bridging clinical trials or the repetition of one or more clinical trials, increase
clinical trial costs, delay approval of our product candidates and jeopardize our ability to commercialize our product candidates
and generate revenue. In addition, there are risks associated with process development and large- scale manufacturing for
clinical trials or commercial scale including, among others, cost overruns, potential problems with process scale- up, process
reproducibility, stability issues, compliance with good manufacturing practices, lot consistency and timely availability of raw
materials. Even if we obtain marketing approval for any of our product candidates, there is no assurance that our third- party
manufacturers will be able to manufacture the approved product to specifications acceptable to the FDA or other comparable
foreign regulatory authorities, to produce it in sufficient quantities to meet the requirements for the potential commercial launch
of the product or to meet potential future demand. Additionally, if we advance a biological candidate into IND- enabling studies,
the manufacturing processes for biological products are more complex and expensive than with small molecule products and
additional manufacturing suppliers may be needed to manufacture clinical supplies for these programs. If our contract
manufacturers are unable to produce sufficient quantities for clinical trials or for commercialization, our development and
commercialization efforts would be impaired, which would have an adverse effect on our business, financial condition, results of
operations and growth prospects. We may not be successful in our efforts to identify or discover additional product candidates in
the future. Our research programs may initially show promise in identifying potential product candidates, yet fail to yield
product candidates for clinical development for a number of reasons, including: ¢ our inability to design such product candidates
with the pharmacological properties that we desire or attractive pharmacokinetics; ¢ our inability to design and develop a
suitable manufacturing process; or * potential product candidates may, on further study, be shown to have harmful side effects
or other characteristics that indicate that they are unlikely to be medicines that will receive marketing approval and achieve
market acceptance. Research programs to identify new product candidates require substantial technical, financial and human
resources. If we are unable to identify suitable compounds for preclinical and clinical development, we will not be able to obtain
product revenue in future periods, which likely would result in significant harm to our financial position and adversely impact
our stock price. Due to our limited resources and access to capital, we must make decisions on the allocation of resources to
certain programs and product candidates; these decisions may prove to be wrong and may adversely affect our business. We
have limited financial and human resources and intend to focus on research programs and product candidates for a limited set of
indications. As a result, we may forgo or delay pursuit of opportunities with other product candidates or for other indications
that later prove to have greater commercial potential or a greater likelihood of success. In addition, we may seek to accelerate our
development timelines, including by modifying the designs of ongoing or planned clinical trials or initiating certain clinical
trials of our product candidates before earlier- stage studies have been completed. This approach may cause us to commit
significant resources to prepare for and conduct later- stage trials for one or more product candidates that subsequently fail
earlier- stage clinical testing. Therefore, our resource allocation decisions may cause us to fail to capitalize on viable commercial



products or profitable market opportunities or expend resources on product candidates that are not viable. There can be no
assurance that we will ever be able to identify additional therapeutic opportunities for our product candidates or to develop
suitable potential product candidates through internal research programs, which could materially adversely affect our future
growth and prospects. We may focus our efforts and resources on potential product candidates or other potential programs that
ultimately prove to be unsuccessful. If product liability lawsuits are brought against us, we may incur substantial financial or
other liabilities and may be required to limit commercialization of our product candidates. We face an inherent risk of product
liability as a result of testing our fibrests-er-oncology and liver disease product candidates in clinical trials and will face an even
greater risk if we commercialize any products. For example, we may be sued if our product candidates cause or are perceived to
cause injury or are found to be otherwise unsuitable during clinical trials, manufacturing, marketing or sale. Any such product
liability claims may include allegations of defects in manufacturing, defects in design, a failure to warn of dangers inherent in
the product, negligence, strict liability or a breach of warranties. Claims could also be asserted under state consumer protection
acts. If we cannot successfully defend ourselves against product liability claims, we may incur substantial liabilities or be
required to limit commercialization of our product candidates. Even a successful defense of these claims would require
significant financial and management resources. Regardless of the merits or eventual outcome, liability claims may result in: ¢
inability to bring a product candidate to the market; * decreased demand for our products; ¢ injury to our reputation; ¢
withdrawal of clinical trial participants and inability to continue clinical trials; ¢ initiation of investigations by regulators; ¢ fines,
injunctions or criminal penalties; ¢ costs to defend the related litigation; ¢ diversion of management’ s time and our resources; ®
substantial monetary awards to trial participants; ¢ product recalls, withdrawals or labeling, marketing or promotional
restrictions; ¢ loss of revenue; ¢ exhaustion of any available insurance and our capital resources; ¢ the inability to commercialize
any product candidate, if approved; and ¢ decline in our share price. Our inability to obtain sufficient product liability insurance
at an acceptable cost to protect against potential product liability claims could prevent or inhibit the commercialization of
products we develop. We will need to obtain additional insurance for clinical trials if we continue clinical development of our
fibresis-and-oncology and liver disease product candidates, and as additional product candidates enter the clinic. However, we
may be unable to obtain, or may obtain on unfavorable terms, clinical trial insurance in amounts adequate to cover any liabilities
from any of our clinical trials. Our insurance policies may also have various exclusions, and we may be subject to a product
liability claim for which we have no coverage. We may have to pay any amounts awarded by a court or negotiated in a
settlement that exceed our coverage limitations or that are not covered by our insurance, and we may not have, or be able to
obtain, sufficient capital to pay such amounts. Even if our agreements with any future corporate collaborators entitle us to
indemnification against losses, such indemnification may not be available or adequate should any claim arise. We face
substantial competition, which may result in others discovering, developing or commercializing products before or more
successfully than we do. The development and commercialization of new drug products is highly competitive. We may face
competition with respect to any product candidates that we seek to develop or commercialize in the future from major
biotechnology and biopharmaceutical companies, specialty biotechnology and biopharmaceutical companies, and other
biotechnology and biopharmaceutical companies worldwide. Potential competitors also include academic institutions,
government agencies, and other public and private research organizations that conduct research, seek patent protection, and
establish collaborative arrangements for research, development, manufacturing, and commercialization. There are a number of
large biotechnology and biopharmaceutical companies that are currently pursuing the development of products for the treatment
of the biological processes that drive fibresis-and-certain cancers and liver disease . Companies that we are aware of that are
targeting the treatment of AML warteusfibrosisindieations-include large companies with significant financial resources , such
as Kyowa Kirin Co., Ltd., Syndax Pharmaceuticals, Inc., GlycoMimetics, Inc. and Actinium Pharmaceuticals, Inc.
Companies that we are aware of that are targeting the treatment of various liver diseases include large companies with
significant financial resources, such as AbbVie Inc., Akero Therapeutics, Inc., Biogen, Inc., Boehringer Ingelheim, Bristol
Myers Squibb Co., Galectin Therapeutics, Inc. Gllead Sciences, Inc. Inventlva Pharma, Madrlgal Pharmaceuticals, Inc.,
Novartis AG -Phafmaaﬂs—lstd-Novo Nordlsk A /S Phant—?hef&petrt-tes—l-ﬂe—aﬂd—Roche / Genentech —Hewever—we—kﬁew—e#ne
: with-a and V1k1ng Therapeutlcs, Inc inhated-or-orally-available-smalt
&8 ; aly-ava ; . Many of our current or potentlal
competltors cither alone or with their strateglc partners, have 51gn1ﬁcantly greater ﬁnan01al resources and expertise in research
and development, manufacturing, preclinical testing, conducting clinical trials, obtaining regulatory approvals, and marketing
approved products than we do. Mergers and acquisitions in the biopharmaceutical and biotechnology industries may result in
even more resources being concentrated among a smaller number of our competitors. Smaller or early- stage companies may
also prove to be significant competitors, particularly through collaborative arrangements with large and established companies.
These competitors also compete with us in recruiting and retaining qualified scientific and management personnel and
establishing clinical trial sites and patient registration for clinical trials, as well as in acquiring technologies complementary to,
or necessary for, our programs. Our commercial opportunity could be reduced or eliminated if our competitors develop and
commercialize products that are safer, more effective, more convenient, or less expensive than any products that we may
develop. Furthermore, products currently approved for other indications could be discovered to be effective treatments of the
biological processes that drive-fibrosis-liver disease as well, which could give such products significant regulatory and market
timing advantages over any fibresis-liver disease product candidates that we may develop. Our competitors also may obtain
FDA or other regulatory approval for their products more rapidly than we do, which could result in our competitors establishing
a strong market position before we are able to enter the market. Additionally, products or technologies developed by our
competitors may render our potential product candidates uneconomical or obsolete and we may not be successful in marketing
any product candidates we may develop against competitors. The availability of competitive products could limit the demand,
and the price we are able to charge, for any products that we may develop and commercialize. Risks Related to Marketing,




Reimbursement, Healthcare Regulations and Ongoing Regulatory Compliance Even if Even if we receive regulatory approval
of any product candidates,we will be subject to ongoing post- marketing regulatory obligations and continued regulatory
review,which may result in significant additional expense,and we may be subject to penalties if we fail to comply with
regulatory requirements or experience unanticipated problems with our product candidates.If any of our product candidates are
approved,they will be subject to ongoing post- marketing regulatory requirements for
manufacturing,labeling,packaging,storage,advertising,promotion,sampling,record- keeping,conduct of post- marketing studies
and submission of safety,efficacy and other post- market information,including both federal and state requirements in the United
States and requirements of comparable foreign regulatory authorities.In addition,we will be subject to continued compliance
with current good manufacturing practice,or cGMP , for any drug products we distribute and with good clinical practice,or
GCP , requirements for any clinical trials that we conduct post- approval.Manufacturers and their facilities are required to
comply with extensive FDA and comparable foreign regulatory authority requirements,including ensuring that quality control
and manufacturing procedures conform to cGMP regulations and applicable tracking and e}ee&eme—paekage-—level—tracrng
requirements. We-As such,we and our contract manufacturers will be subject to continual review and inspections to assess
compliance with cGMP and adherence to commitments made in any marketing application,and previous responses to inspection
observations.Accordingly,we and others with whom we work must continue to expend time,money,and effort in all areas of
regulatory compliance,including manufacturing,production and quality control. Any fatare-regulatory approvals that we receive
for our product candidates may be subject to limitations on the approved indicated uses for which the product may be marketed
or to the conditions of approval,or contain requirements for potentially costly post- marketing testing,including Phase 4 clinical
trials and surveillance to monitor the safety and efficacy of the product candidate.The FDA may also require a Risk Evaluation
and Mitigation Strategy,or REMS , as a condition of approval efene-ermetre-of our product candidates,which could entail
requirements for long- term patient follow- up,a medication guide,physician communication plans or additional elements to
ensure safe use,such as restricted distribution methods,patient registries and other risk minimization tools.In addition,if the FDA
or a comparable foreign regulatory authority approves our product candidates,we will have to comply with requirements
including submissions of safety and other post- marketing information and reports and registration.For example,under the
FBEA-Food and Drug Omnibus Reform Act of 2022,or FDORA sponsors of approved drugs and biologics must provide 6
months’ notice to the FDA of any changes in marketing status,such as the withdrawal of a drug,and failure to do so could result
in the FDA placing the product on a list of discontinued products,which would revoke the product’ s ability to be
marketed.Later discovery of previously unknown problems with our product candidates,including adverse events of
unanticipated severity or frequency,or with our third- party manufacturers or manufacturing processes,or failure to comply with
regulatory requirements,may result in revisions to the approved labeling to add new safety information;imposition of post-
market studies or clinical trials to assess new safety risks;or imposition of distribution restrictions or other restrictions under a
REMS program.Other potential consequences include,among other things:¢ restrictions on the marketing or manufacturing of
our products,withdrawal of the product from the market or product recalls;* fines,warning letters or holds on clinical trials;e
refusal by the FDA to approve pending applications or supplements to approved apphcatroni filed by us or suspension or

withdrawal of approvals;* suspensterrertevoeationrof produetapprovals;~product seizure or detention or refusal to permit the

nnport or export of our product candldates and * * consent decrees or 1njunctron§ or the imposition of civil or cr1rn1na1 penaltres

pfeduets—t-h&t—&fe—p{aeed-en—t-he—mﬂ-ﬂéet— Product% may be promoted only for the approved 1nd1catrons and in accordance W1th the

provisions of the approved label However companleq ‘may %hare truthful and not nnsleadrng information that is not inconsistent
W1th the 1abehng ;8 ; -, -

The FDA and other agencies actrvely enforce the laws and regulatrons prohrbrtrng the
promotion of off- label uses and a company that is found to have improperly promoted off- label uses may be subject to
significant liability. Any-The policies of the FDA and of other regulatory authorities may change,and additional
government regulations may be enacted that investigationof-alleged-violations-eflaw-wonld-could be-expeeted-to-reqtire-us
to-expend-signifieant-time-and-reseurees-prevent,limit or delay regulatory approval of our product candidates.We cannot
predlct the llkellhood nature or extent of government regulatlon that may arise from future leglslatlon or admlnlstratlve

-Ste ; or abrl-tty—abroad If we are slow or unable to deve}ep—adapt to
changes in ex1st1ng requlrements or the adoptlon of new requirements or policies,or if we are not able to maintain
regulatory compliance,we may lose any marketing approval that we may have obtained and we may not achieve or
sustain profitability. a product candidate we develop receives marketing approval, it may fail to achieve the degree of market
acceptance by physicians, patients, third- party payors and others in the medical community necessary for commercial success.
Even if any of the fibresis-er-oncology and liver disease product candidates that we develop receives marketing approval, it
may nonetheless fail to gain sufficient market acceptance by physicians, patients, third- party payors, such as Medicare and
Medicaid programs and managed care organizations, and others in the medical community. In addition, the availability of
coverage by third- party payors may be affected by existing and future health - care reform measures designed to reduce the cost
of kealtirhealthcare eare-. If the product candidates we develop do not achieve an adequate level of acceptance, we may not
generate significant product revenues and we may not become profitable. The degree of market acceptance of any product
candidate, if approved for commercial sale, will depend on a number of factors, including: ¢ the efficacy and potential
advantages of our current or future product candidates compared to alternative treatments; ¢ limitations or warnings contained in
the labeling approved for our current or future product candidates by the FDA or other applicable regulatory authorities; * the



clinical indications for which our current or future product candidates are approved; ¢ availability of alternative treatments
already approved or commercially launched in the future; * the ability to offer our products, if approved, for sale at competitive
prices; ¢ convenience and ease of administration compared to alternative treatments; ¢ the willingness of the target patient
population to try new therapies and of physicians to prescribe these therapies; ¢ the recommendations with-respeet-to-otrproduet
eattdidates-in guidelines published by various scientific organizations applicable to us and our product candidates; ¢ the strength
of marketing and distribution support; * the ability to obtain sufficient third- party coverage and adequate reimbursement; and °
the prevalence and severity of any side effects. Sales of medical products also depend on the willingness of physicians to
prescribe the treatment, which is likely to be based on a determination by these physicians that the products are safe,
therapeutically effective and cost effective. In addition, the inclusion or exclusion of products from treatment guidelines
established by various physician groups and the viewpoints of influential physicians can affect the willingness of other
physicians to prescribe the treatment. We cannot predict whether physicians, physicians’ organizations, hospitals, other
healthcare providers, government agencies or private insurers will determine that our products are safe, therapeutically effective
and cost effective as compared with competing treatments. If any product candidate is approved but does not achieve an
adequate level of acceptance by such parties, we may not generate or derive sufficient revenue from that product candidate and
may not become or remain profitable. If government and other third- party payors do not provide coverage and adequate
reimbursement levels for any products we commercialize, market acceptance and commercial success would be reduced.
Coverage and reimbursement may be limited or unavailable in certain market segments for our product candidates, if approved,
which could make it difficult for us to sell any product candidates profitably. In the United States and in other countries, patients
who are prescribed treatment for their conditions generally rely on third- party payors to reimburse all or part of the costs
associated with their treatment. Significant uncertainty exists as to the coverage and reimbursement status of any products for
which we may obtain regulatory approval. In the United States, sales of any products for which we may receive regulatory
marketing approval will depend, in part, on the availability of coverage and reimbursement from third- party payors. Third-
party payors include government authorities such as Medicare, Medicaid, TRICARE, and the Veterans Administration, managed
care providers, private health insurers, and other organizations. Patients who are provided medical treatment for their conditions
generally rely on third- party payors to reimburse all or part of the costs associated with their treatment. Coverage and adequate
reimbursement from governmental healthcare programs, such as Medicare and Medicaid, and commercial payors is critical to
new product acceptance. Patients are unlikely to use our product candidates unless coverage is provided, and reimbursement is
adequate to cover a significant portion of the cost. We cannot be sure that coverage and reimbursement will be available for, or
accurately estimate the potential revenue from, our product candidates or assure that coverage and reimbursement will be
available for any product that we may develop. See the section entitled, “ Business — Government Regulation — Coverage and
Reimbursement. ” Government authorities and other third- party payors decide which drugs and treatments they will cover and
the amount of reimbursement. Coverage and reimbursement by a third- party payor may depend upon a number of factors,
including the third- party payor’ s determination that use of a product is: ¢ a covered benefit under its health plan; * safe,
effective and medically necessary; * appropriate for the specific patient; ¢ cost- effective; and ¢ neither experimental nor
investigational. Our ability to commercialize any products successfully will depend in part on the extent to which coverage and
adequate reimbursement for these products and related treatments will be available from third- party payors, including
government health-healthcare eare-programs and private health insurers. Moreover, a payor’ s decision to provide coverage for
a drug product does not imply that an adequate reimbursement rate will be approved. If coverage and adequate reimbursement is
not available, or is available only to limited levels, we may not be able to successfully commercialize our product candidates.
Even if coverage is provided, the approved reimbursement amount may not be high enough to allow us to establish or maintain
pricing sufficient to realize a sufficient return on our investment. In the United States, no uniform policy of coverage and
reimbursement for products exists among third- party payors . Decisions about coverage and reimbursement for new drugs
are typically made by the CMS, an agency within the Department of Health and Human Services (“ DHHS ), as CMS
decides whether and to what extent a new drug will be covered and reimbursed under Medicare. Private payors tend to
follow the coverage reimbursement policies established by CMS to a substantial degree . Therefore, coverage and
reimbursement for our products can differ significantly from payor to payor. As a result, obtaining coverage and reimbursement
approval of a product from a government or other third- party payor is a time- consuming and costly process that could require
us to provide to each payor supporting scientific, clinical and cost- effectiveness data for the use of our products on a payor- by-
payor basis, with no assurance that coverage and adequate reimbursement will be obtained. Even if we obtain coverage for a
given product, the resulting reimbursement payment rates might not be adequate for us to achieve or sustain profitability or may
require co- payments that patients find unacceptably high. Additionally, third- party payors may not cover, or provide adequate
reimbursement for, long- term follow- up evaluations required following the use of product candidates, once approved. It is
difficult to predict at this time what third- party payors will decide with respect to the coverage and reimbursement for our
product candidates, if approved. The MMA established the Medicare Part D program to provide a voluntary prescription drug
and biologic benefit to Medicare beneficiaries. Under Part D, Medicare beneficiaries may enroll in prescription drug plans
offered by private entities that provide coverage of outpatient prescription drugs and biologics. Unlike Medicare Parts A and B,
Part D coverage is not standardized. Part D prescription drug plan sponsors are not required to pay for all covered Part D drugs
and biologics, and each drug plan can develop its own formulary that identifies which drugs and biologics it will cover, and at
what tier or level. However, Part D prescription drug formularies must include products within each therapeutic category and
class of covered Part D drugs, though not necessarily all the drugs and biologics in each category or class. Any formulary used
by a Part D prescription drug plan must be developed and reviewed by a pharmacy and therapeutic committee. Government
payment for some of the costs of prescription drugs and biologics may increase demand for products for which we obtain
marketing approval. Any negotiated prices for any of our products covered by a Part D prescription drug plan will likely be



lower than the prices we might otherwise obtain. Moreover, while the MMA applies only to drug benefits for Medicare
beneficiaries, private payors often follow Medicare coverage policy and payment limitations in setting their own payment rates.
Any reduction in payment that results from the MMA may result in a similar reduction in payments from non- governmental
payors. Changes to these current laws and state and federal healthcare reform measures that may be adopted in the future may
result in additional reductions in Medicare and other healthcare funding and otherwise affect the prices we may obtain for any
product candidates for which we may obtain regulatory approval or the frequency with which any such product candidate is
prescribed or used. Outside of the United States, international operations are generally subject to extensive governmental
price controls and other price- restrictive regulations, and we believe the increasing emphasis on cost- containment
initiatives in Europe, Canada and other countries has and will continue to put pressure on the pricing and usage of
prescription drugs. In many countries, the prices of drugs are subject to varying price control mechanisms as part of
national health systems. Price controls or other changes in pricing regulation could restrict the amount that we are able
to charge for our products, if any. Accordingly, in markets outside the United States, the potential revenue may be
insufficient to generate commercially reasonable revenue and profits. Moreover, increasing efforts by governmental and
private payors in the United States and abroad to limit or reduce healthcare costs may result in restrictions on coverage
and the level of reimbursement for new drugs and, as a result, they may not cover or provide adequate payment for our
products, if any. We expect to experience pricing pressures in connection with drugs due to the increasing trend toward
managed healthcare, including the increasing influence of health maintenance organizations and additional legislative
changes. The downward pressure on healthcare costs in general, and prescription drugs in particular, has and is
expected to continue to increase in the future. As a result, profitability of our products, if any, may be more difficult to
achieve even if any of them receive regulatory approval. Even if we obtain FDA approval of any of our product candidates,
we may never obtain approval or commercialize such products outside of the United States, which would limit our ability to
realize their full market potential. In order to market any products outside of the United States, we must establish and comply
with numerous and varying regulatory requirements of other countries regarding safety and efficacy. Clinical trials conducted in
one country may not be accepted by regulatory authorities in other countries, and regulatory approval in one country does not
mean that regulatory approval will be obtained in any other country. Approval procedures vary among countries and can involve
additional product testing and validation and additional administrative review periods. Seeking foreign regulatory approvals
could result in significant delays, difficulties and costs for us and may require additional preclinical studies or clinical trials
which would be costly and time consuming. Regulatory requirements can vary widely from country to country and could delay
or prevent the introduction of our future products in those countries. Satisfying these-and-etherregulatory requirements is
costly, time consuming, uncertain and subject to unanticipated delays. In addition, our failure to obtain regulatory approval in
any country may delay or have negative effects on the process for regulatory approval in other countries. We do not have any
product candidates approved for sale in any jurisdiction, including international markets, and we do not have experience in
obtaining regulatory approval in international markets. If we fail to comply with regulatory requirements in international
markets or to obtain and maintain required approvals, our ability to realize the full market potential of our products will be
harmed. We currently have no marketing and sales organization and have no experience as a company in commercializing
products, and we may have to invest significant resources to develop these capabilities. If we are unable to establish marketing
and sales capabilities or enter into agreements with third parties to market and sell any products for which we obtain regulatory
approval, we may not be able to generate product revenue. We have no internal sales, marketing or distribution capabilities, nor
have we commercialized a product. If any of our product candidates ultimately receives regulatory approval, we expect to
establish a marketing and sales organization with technical expertise and supporting distribution capabilities to commercialize
each such product in major markets, which will be expensive and time consuming. We have no prior experience as a company in
the marketing, sale and distribution of pharmaceutical products, and there are significant risks involved in building and
managing a sales organization, including our ability to hire, retain and incentivize qualified individuals, generate sufficient sales
leads, provide adequate training to sales and marketing personnel and effectively manage a geographically dispersed sales and
marketing team. Any failure or delay in the development of our internal sales, marketing and distribution capabilities would
adversely impact the commercialization of these products. We may also choose to collaborate with third parties that have direct
sales forces and established distribution systems, either to augment our own sales force and distribution systems or in lieu of our
own sales force and distribution systems. We may not be able to enter into collaborations or hire consultants or external service
providers to assist us in sales, marketing and distribution functions on acceptable financial terms, or at all. In addition, our
product revenues and our profitability, if any, may be lower if we rely on third parties for these functions than if we were to
market, sell and distribute any products that we develop and for which we receive regulatory approval ourselves. We likely will
have little control over such third parties, and any of them may fail to devote the necessary resources and attention to sell and
market our products effectively. If we are not successful in commercializing our products, either on our own or through
arrangements with one or more third parties, we may not be able to generate any future product revenue and we would incur
significant additional losses. Our relationships with healthcare providers, physicians, prescribers, purchasers, third- party payors,
charitable organizations and patients will be subject to applicable anti- kickback, fraud and abuse and other healthcare laws and
regulations, which could expose us to criminal sanctions, civil penalties, contractual damages, reputational harm and diminished
profits and future earnings. Healthcare providers, physicians and third- party payors in the United States and elsewhere play a
primary role in the recommendation and prescription of biotechnology and biopharmaceutical products. Arrangements with
third- party payors and customers can expose biotechnology and biopharmaceutical manufacturers to broadly applicable fraud
and abuse and other healthcare laws and regulations, including, without limitation, the federal Anti—Kiekbaelk-Statute; or-AKS 5
and the-federat-False-ClaimsAetor-FCA, which may constrain the business or financial arrangements and relationships through
which such companies sell, market and distribute biotechnology and biopharmaceutical products. In particular, the research of



our product candidates, 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 arrangements
generally. Activities subject to these laws also involve the improper use of information obtained in the course of patient
recruitment for clinical trials. See the section entitled, “ Business — Government Regulation — Other Healthcare Laws . The

regudations-. Ensuring business arrangements comply with applicable healthcare laws, as well as reipondlng to poqilble
investigations by government authorities, can be time- and resource- consuming and can divert a company’ s attention from
other aspects of its business. The distribution of biotechnology and biopharmaceutical products is subject to additional
requirements and regulations, including extensive record- keeping, licensing, storage and security requirements intended
to prevent the unauthorized sale of biotechnology and biopharmaceutical products. It is possible that governmental and
enforcement authorities will conclude that our business practices may not comply with current or future statutes, regulations or
case law interpreting applicable fraud and abuse or other healthcare laws and regulations. If any such actions are instituted
against us, and we are not successful in defending ourselves or asserting our rights, those actions could have a significant impact
on our business, including the imposition of significant civil, criminal and administrative penalties, damages, fines,
disgorgement, imprisonment, reputational harm, possible exclusion from participation in federal and state funded healthcare
programs, contractual damages and the curtailment or restricting of our operations, as well as additional reporting obligations
and oversight if we become subject to a corporate integrity agreement or other agreement to resolve allegations of non-
compliance with these laws. Further, if any of the physicians or other healthcare providers or entities with whom we expect to
do business is found to be not in compliance with applicable laws, they may be subject to significant criminal, civil or
administrative sanctions, including exclusions from government tunded healthcare proglalni Any action for violation of these
laws, even if successfully defended, could cause 4 &y
expenses and divert management’ s attention from the operatlon ot the business. Plohlbltlons or restrictions on sales or
withdrawal of future marketed products could materially affect business in an adverse way. Even if we receive regulatory
approval of...... may not achieve or sustain profitability. Ongoing healthcare legislative and regulatory reform measures may
have a material adverse effect on our business and results of operations. Changes in regulations, statutes or the interpretation of
existing regulations could impact our business in the future by requiring, for example, changes to our manufacturing
arrangements; additions or modifications to product labeling; the recall or discontinuation of our products; or additional record-
keeping requirements. If any such changes were to be imposed, they could adversely affect the operation of our business. If we
are slow or unable to adapt to changes in existing requirements or the adoption of new requirements or policies, or if we are not
able to maintain regulatory compliance, we may lose any marketing approval that we may have obtained, and we may not
achieve or sustain profitability. See the section entitled, “ Business — Government Regulation — Current and Future Healthcare
Reform Legislation ”. Moreover, increasing efforts by governmental and third- party payors in the United States and abroad to
cap or reduce healthcare costs may cause such 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 candidates. There has been
increasing legislative and enforcement interest in the United States with respect to specialty drug pricing practices. Specifically,
there have been several recent U. S. Congressional inquiries and proposed and enacted federal and state legislation designed to,
among other things, bring more transparency to drug pricing, reduce the cost of prescription drugs under Medicare, review the
relationship between pricing and manufacturer patient programs, and reform government program reimbursement methodologies
for drugs . For example, in August 2022, former President Biden signed into the law the Inflation Reduction Act, or the
IRA, which contains multiple provisions that may impact the prices of drug products that are both sold into the
Medicare program and throughout the United States. Among other things, the IRA requires manufacturers of drugs or
biological products covered by Medicare Parts B or D to pay a rebate to the federal government if their drug product’ s
price increases faster than the rate of inflation. This calculation is made on a drug product by drug product basis and
the amount of the rebate owed to the federal government is directly dependent on the volume of a drug product that is
paid for by Medicare Parts B or D. Additionally, starting for payment year 2026, CMS is negotiating drug prices
annually for a select number of single source Part D drugs without generic or biosimilar competition. CMS will also
negotiate drug prices for a select number of Part B drugs starting for payment year 2028. If a drug product is selected by
CMS for negotiation, it is expected that the revenue generated from such drug will decrease. CMS has begun to
implement these new authorities, entering into the first set of agreements with pharmaceutical manufacturers to conduct
price negotiations in October 2023 and ultimately announcing the first round of negotiated prices for the first 10 drugs in
August 2024; those negotiated “ maximum fair prices ” will be effective as of January 1, 2026 (payment year 2026). CMS
is currently engaged in its second round of negotiations and published the next 15 drugs selected for negotiation in
January 2025. However, the IRA’ s impact on the biopharmaceutical industry in the United States remains uncertain, in
part because multiple large pharmaceutical companies and other stakeholders (e. g., the U. S. Chamber of Commerce)
have initiated federal lawsuits against CMS arguing the program is unconstitutional for a variety of reasons, among
other complaints. The outcome of such ongoing lawsuits, as well as potential legislative changes enacted by Congress or
programmatic changes implemented at CMS by the Trump Administration, may impact the IRA drug price negotiation
program in the future . At the state level, legislatures are increasingly passing legislation and implementing regulations




designed to control pharmaceutical and biologic product pricing, including price or patient reimbursement constraints, discounts,
restrictions on certain product access and marketing cost disclosure and transparency measures, and, in some cases, designed to
encourage importation from other countries and bulk purchasing. Legally mandated price controls on payment amounts by
third- party payors or other restrictions could harm our business, financial condition, results of operations and prospects. In
addition, regional healthcare authorities and individual hospitals are increasingly using bidding procedures to determine what
pharmaceutical products and which suppliers will be included in their prescription drug and other healthcare programs. This
could reduce the ultimate demand for our drugs or put pressure on our drug pricing, which could negatively affect our business,
financial condition, results of operations and prospects. In addition, the U. S. Supreme Court held unanimously in December
2020 that federal law does not preempt the states’ ability to regulate PBMs and other members of the health care and
pharmaceutical supply chain, an important decision that has led to further and more aggressive efforts by states in this
area. In mid- 2022, the FTC launched sweeping investigations into the practices of the PBM industry, and published
interim reports with its findings in mid- 2024 and January 2025, that could lead to additional federal and state legislative
or regulatory proposals targeting such entities’ operations, pharmacy networks, or financial arrangements, including in
the current 2025- 2026 congressional session where PBM reform continues to be a bipartisan priority. During the
previous congressional session, numerous PBM reforms were considered in both the Senate and the House of
Representatives; they included diverse legislative proposals such as eliminating rebates; divorcing service fees from the
price of a drug, discount, or rebate; prohibiting spread pricing; limiting administrative fees; requiring PBMs to report
formulary placement rationale; promoting transparency. Significant efforts to change the PBM industry as it currently
exists in the United States may affect the entire pharmaceutical supply chain and the business of other stakeholders,
including biopharmaceutical product developers like us. Further, in September 2023, the FTC issued a policy statement
articulating its view that certain “ improper ” patent listings by drug developers in FDA’ s Orange Book represent an
unfair trade practice and indicated that industry should be prepared for potential enforcement actions based on its
analysis. The FTC followed that action in November 2023 by publicly calling out over 100 “ improper ” patent listings
made by ten large pharmaceutical companies and initiating an FDA administrative process with respect to those patents.
The controversy regarding the appropriateness of listing such patents has led to numerous lawsuits alleging
anticompetitive conduct by biopharmaceutical companies. It remains to be seen whether the FTC under the Trump
Administration will continue to prioritize the policy issue of “ improper ” patent listings or whether Congress may take
any legislative actions related to this issue. Accordingly, regulatory and government interest in biopharmaceutical
industry business practices continues to expand and pose a risk of uncertainty. These laws, and future state and federal
healthcare reform measures may be adopted in the future, any of which may result in additional reductions in Medicare and
other healthcare funding and otherwise affect the prices we may obtain for any of our product candidates for which we may
obtain regulatory approval or the frequency with which any such product candidate is prescribed or used. Additionally, we
expect to experience pricing pressures in connection with the sale of any future approved product candidates due to the trend
toward managed healthcare, the increasing influence of health maintenance organizations, cost containment initiatives and
additional legislative changes. Disruptions at Inadeguate-fundingfor-the FDA, the SEC and other government agencies caused
by funding shortages, mass layoffs or global health concerns could hinder their ability to hire and retain key leadership and
other personnel, prevent new products and services from being developed or commercialized in a timely manner or otherwise
prevent those agencies from performing normal business functions on which the operation of our business may rely, which
could negatively impact our business. The ability of the FDA and other government agencies to review and approve new
products can be affected by a variety of factors, including government budget and funding levels, ability to hire and retain key
personnel and accept the payment of user fees, and statutory, regulatory, and policy changes. Average review times at the
agency have fluctuated in recent years as a result. In addition, government funding of the SEC and other government agencies on
which our operations may rely, including those that fund research and development activities, is subject to the political process,
which is inherently fluid and unpredictable. Disruptions at the FDA and other agencies may also slow the time necessary for
new drugs to be reviewed and / or approved by necessary government agencies, which would adversely affect our business. For
example, over the last several years rinetading beginning-onDeeember22;2648-, the U. S. government has shut down several
times, and certain regulatory agencies, such as the FDA and the SEC, have had to furlough critical FPA;-SEC-and-other
government employees and stop critical activities during that period. In early 2025, following the inauguration of President
Trump, the Trump Administration began terminating federal government employees, including at the FDA. The impact
of mass layoffs at the agency and other governmental offices with which we interact is unclear at this time. However, it is
expected that with a proposed reduction in staff of up to S0 %, the FDA in the future may be unlikely to meet its
application review goals or to continue to be available for timely interactions with medical product developers. It is
currently unclear how the U. S. biopharmaceutical industry will be affected by the Trump Administration’ s major
changes to the FDA and the federal government as a whole. Separately, during the COVID- 19 pandemic, the FDA
postponed most inspections of domestic and foreign manufacturing facilities at various points. Even though the FDA has
since resumed standard inspection operations of domestic facilities where feasible, the agency has continued to monitor
and implement changes to its inspectional activities to ensure the safety of its employees and those of the firms it
regulates, and any resurgence of the virus or emergence of new infectious disease outbreaks may lead to future
inspectional delays. Regulatory authorities outside the United States may adopt similar policy measures in response to
emerging infectious disease outbreaks, epidemics, or pandemics . If a prolonged government shutdown or slewdown occurs
, or if global health concerns similar to COVID- 19 prevent the FDA or other regulatory agencies from conducting their
regulatory inspections, review or other regulatory activities . it could significantly impact the ability of the FDA to review
and process our regulatory submissions timely, 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 . Further, three decisions from the U. S. Supreme Court issued in July 2024 may
lead to an increase in litigation against regulatory agencies that could create uncertainty and thus negatively impact our
business. The first decision overturned established precedent that required courts to defer to regulatory agencies’
interpretations of ambiguous statutory language. The second decision overturned regulatory agencies’ ability to impose
civil penalties in administrative proceedings. The third decision extended the statute of limitations within which entities
may challenge agency actions. These cases may result in increased litigation by industry against regulatory agencies,
including but not limited to the FDA and SEC, and may impact how such agencies choose to pursue enforcement and
compliance actions. However, the specific, lasting effects of these decisions, which may vary within different judicial
districts and circuits, is unknown. We also cannot predict the extent to which FDA and SEC regulations, policies, and
decisions may become subject to increasing legal challenges, delays, and changes . EU drug marketing and reimbursement
regulations may materially affect our ability to market and receive coverage for our products in the European member states. We
intend to seek approval to market our product candidates in both the United States and in selected foreign jurisdictions. If we
obtain approval in one or more foreign jurisdictions for our product candidates, we will be subject to rules and regulations in
those jurisdictions. In some foreign countries, particularly those in the EU, the pricing of drugs is subject to governmental
control and other market regulations which could put pressure on the pricing and usage of our product candidates. In these
countries, pricing negotiations with governmental authorities can take considerable time after obtaining marketing approval of a
product candidate. Jraddit he ; i ip- H-a-majority FOters

existing-and-fature-health-eare-reform-measures—Much like the AKS prohibition in the United States, the provision of benefits or
advantages to physicians to induce or encourage the prescription, recommendation, endorsement, purchase, supply, order or use
of medicinal products is also prohibited in the E5-European Union . The provision of benefits or advantages to reward
improper performance generally is governed by the national anti- bribery laws of the EU Member-member States-states , and in
respect of the United Kingdom H—&—(which is no longer a member of the Ed-European Union ), the Bribery Act 2010.
Infringement of these laws could result in substantial fines and imprisonment. EU Directive 2001 / 83 / EC, which is the EU
Directive governing medicinal products for human use, further provides that, where medicinal products are being promoted to
persons qualified to prescribe or supply them, no gifts, pecuniary advantages or benefits in kind may be supplied, offered or
promised to such persons unless they are inexpensive and relevant to the practice of medicine or pharmacy. This provision has
been transposed into the Human Medicines Regulations 2012 and so remains applicable in the United Kingdom HB—3&—despite
its departure from the E&-European Union . Payments made to physicians in certain EU member states must be publicly
disclosed. Moreover, agreements with physicians often must be the subject of prior notification and approval by the physician’ s
employer, his or her competent professional organization and / or the regulatory authorities of the individual EU member states.
These requirements are provided in the national laws, industry codes or professional codes of conduct, applicable in the EU
member states. Failure to comply with these requirements could result in reputational risk, public reprimands, administrative
penalties, fines or imprisonment. In addition, in most foreign countries, including the EEA, the proposed pricing for a drug must
be approved before it may be lawfully marketed. The requirements governing drug pricing and reimbursement vary widely from
country to country. For example, the E&-European Union provides options for its member states to restrict the range of
medicinal products for which their national health insurance systems provide reimbursement and to control the prices of
medicinal products for human use. Reference pricing used by various EU member states and parallel distribution, or arbitrage
between low- priced and high- priced member states, can further reduce prices. A member state may approve a specific price for
the medicinal product, or it may instead adopt a system of direct or indirect controls on the profitability of the company placing
the medicinal product on the market. In some countries, we may be required to conduct a clinical study or other studies that
compare the cost- effectiveness of any of our product candidates to other available therapies in order to obtain or maintain
reimbursement or pricing approval. There can be no assurance that any country that has price controls or reimbursement
limitations for biotechnology and biopharmaceutical products will allow favorable reimbursement and pricing arrangements for
any of our products. Historically, products launched in the EU do not follow price structures of the United States, and generally,
prices tend to be significantly lower. Publication of discounts by third- party payors or authorities may lead to further pressure
on the prices or reimbursement levels within the country of publication and other countries. If pricing is set at unsatisfactory
levels or if reimbursement of our products is unavailable or limited in scope or amount, our revenues from sales and the potential
profitability of any of our product candidates in those countries would be negatively affected. We may incur substantial costs in
our efforts to comply with evolving global data protection laws and regulations, and any failure or perceived failure by us to
comply with such laws and regulations may harm our business and operations. The global data protection landscape is rapidly
evolving, and we are currently and may be-er-become subject to or affeeted-impacted by numerous federal, state and foreign
laws and regulations, as well as regulatory guidance, governing the collection, use, disclosure, transfer, security and processing
of personal data in connection with our business , such as information that we collect about our employees, third- party
collaborators, business partners, participants and healthcare providers in connection with clinical trials. Implementation
standards and enforcement practices are likely to remain uncertain and unpredictable for the foreseeable future, which may
create uncertainty in our business, affect our or our service providers’ ability to operate in certain jurisdictions or to collect, store,



transfer use and share personal data, result in liability or impose additional compliance or other costs on us. Any failure-actual
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. In the United
States, numerous federal and state laws and regulations, including state data breach notification laws, state health
information privacy laws, and federal and state consumer protection laws govern the collection, use, disclosure,
processing, and protection of health- related and other personal data. Failure to comply with privacy and data
protection laws and regulations, where applicable, could result in government enforcement actions, which could include
civil or criminal penalties, private litigation and / or adverse publicity, and could negatively affect our operating results
and business. For example, California passed-has enacted the California Data—Consumer Pm acy Prefeeﬁeﬂ—Au (e%Z-G—l-S—ef
the ¢ CCPA ”) which went into effect in ldl]udl) 2020 yan

rights to access and ée}et&requlre deletlon of their puxondl information, opl out o[ certain puxondl information \hdllll‘l and
receive detailed information about how their personal information is used. The CCPA provides for civil penalties for violations,
as well as a private right of action for data breaches that may is-expeetedte-increase data breach litigation. White-Although the
CCPA includes exemptions for certain clinical trials data, and HIPAA- protected health information, the law may
increase our compliance costs and potential liability with respect to there— other personal information we collect about
California residents. Additionally in 2020, California voters passed the California Privacy Rights Act (the “ CPRA ”),
which went into full effect on January 1, 2023. The CPRA significantly amends the CCPA, potentially resulting in
further uncertainty, additional costs and expenses in an effort to comply, and additional potential for harm and liability
for failure to comply. Among other things, the CPRA established a new regulatory authority, the California Privacy
Protection Agency, which is eutrently-tasked with enacting new regulations under the CPRA am-and exeeption-has
expanded enforcement authority. In addition to California, more U. S. states are enacting similar legislation, increasing
compliance complexity and increasing risks of failures to comply. In 2023, comprehensive privacy laws in Virginia,
Colorado, Connecticut, and Utah all took effect, and laws in Montana, Oregon, and Texas took effect in 2024. Laws in a
number of other U. S. states took effect, or are set to take effect, in 2025, in 2026, and beyond, and additional U. S. states
have proposals under consideration, all of which are likely to increase our regulatory compliance costs and risks,
exposure to regulatory enforcement action and other liabilities. Other federal and state laws establish additional
requirements for proteeted-protecting the privacy and security of health information that is sabjeet-te-not protected by
HIPAA . For instance, Washington state recently passed the “ My Health My Data ” Act, which came into force in 2024
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changes-in-business-praetiees-and-poletes-56. Notably, the “ My Health My Data ” Act contains a private right of action . In
addition, Nevada recently enrMareh2,202+-Virgintacnacted the-a Consumer-consumer health Data-data Preteetion2et

privacy bill . SB 370 orthe-€EDPA-, which beeante-also took effeetive—-- effect in en—}anﬁaw—HG%—ZOM and —The-CBPA
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otherwise-ineurtability for noneomptianee-business activities and our collection and handling of health- related data . In
addition to our operations in the United States, which may be subject to healthcare and other laws relating to the privacy and
security of health information and other personal infermatienrdata , we have operations in Earepe-the EEA and are subject to
Furepeanr EEA privacy and data privaey-protection laws, regulations and guidelines. The collection, use, disclosure, transfer,
or other processing of personal data regarding individuals in the EEA, including personal health data, is subject to the EU GDPR
, which took effect in 2018. The EU GDPR is a comprehensive general data privacy framework that governs the
collection and use similar-proeessing-of personal data fegardfng-rnd-me}ua-}s—m the H—IGrs—subjeet—te-EEA 1nclud1ng by
companies outside of thec B-EEA . k-The EU GDPR and-the b—3Data A h W srgins
imposes a broad range of strict 1Lqunemunsen—eemp&mes-st1bjeet—te—t-he—GBP-R— meludmU 1equuemenlx fel-&t—rng—loha-ﬂﬂg
estabhsh a egal b&ses—basm -fer—ln order to pfeeessrng— process pusonal mfefma&efrre}afmg—temieﬁ&ﬁab}e—m&ﬁ‘tdﬁa%s—&né

ocessthg Serstitv mm obtatning—-- obtaln consent o[ Ihe m(h\ 1dudls to w hom lhe
pusonal data relates in certaln 1nstances keepmg—malntaln the security and confidentiality of personal data information
seetre-, having-implement data processing agreements with third - party parties-whe-preeess-personal infermation-data
processors , responding---- respond to ndtviduals>requests from data subjects to exercise their rights under rrespeetoftheir
-- the persenatinformation-EU GDPR |, reporting—-- report sccurity breaches involving personal data to supervisory the
eompetentnational-data-proteetionautherity-authorities and affected individuals, appenting--- appoint data protection offi

in certain instances ., eendteting-—-- conduct data protection impact assessments s-and comply with record- keeping
requirements . The EU GDPR inereases-substantiatly-also imposes strict rules on the transfer of personal data out of the
EEA to the United States, enhances enforcement authority and imposes large leldlllL\ for ’fe—wlﬂﬂeh—we—eeu-}d—be—subjeet—rn
the-event-efany nemr—eomphanee-noncompliance , including the potential for fines of up to € 20 million )T HP
to-4 % of the eurtotalworldwide-annual tarnever-global revenues of the infringer , whichever is greater. The EU GDPR also
confers a private right of action on data subjects and consumer associations to lodge wmpldimx with supervisory authorities,
seek judicial remedies, and obtain compensation for damages resulting from violations of the EU GDPR. Compliance with I
addition;the EU GDPR inelades-has been and will continue to be a rigorous and time- intensive process that has increased
and will continue to increase our cost of doing business or require us to change our business practices, and despite those
efforts, there is a risk that we may be subject to fines and penalties, litigation and reputational harm in connection with
any EEA activities, which could adversely affect our business, prospects, financial condition and results of operations.
Additionally, following the United Kingdom’ s withdrawal from the European Union (i. e., Brexit), and the expiry of the
Brexit transition period, which ended on December 31, 2020, the EU GDPR has been implemented in the United
Kingdom (the “ UK GDPR ”). The UK GDPR sits alongside the UK Data Protection Act 2018 which implements certain
derogations in the GDPR into UK law. Under the UK GDPR, companies not established in the UK but who process
personal data in relation to the offering of goods or services to individuals in the UK, or to monitor their behavior will be
subject to the UK GDPR - the requirements of which are (at this time) largely aligned with those under the EU GDPR
and as such, may lead to similar compliance and operational costs with potential fines of up to £ 17. 5 million or 4 % of
global turnover. Transfers of personal data to certain countries outside of the EEA and the UK are also highly regulated
under the EU GDPR and UK GDPR. For example, the EU GDPR only permits exports of personal data outside of the
EEA to “ non- adequate ” countries where there is a suitable data transfer mechanism in place to safeguard personal
data (e. g., the EU Commission approved Standard Contractual Clauses or certification under the Data Privacy
Framework). On July 16, 2020, the Court of Justice of the EU (the “ CJEU ”) issued a landmark opinion in the case
Maximilian Schrems vs. Facebook (Case C- 311/ 18) (“ Schrems II ”). This decision calls into question certain data
transfer mechanisms as between the EU member states and the U. S. The CJEU is the highest court in Europe and the
Schrems II decision heightened the burden to assess U. S. national security laws on their business, and future actions of
EEA data protection authorities are difficult to predict at this time. While the Data Privacy Framework was meant to
address the concerns raised by the CJEU in Schrems II, it will likely be subject to future legal challenges. Consequently,
there is some risk of any data transfers from the EEA being halted. If we have to rely on third parties to carry out
services for us, including processing personal data on our behalf, we are required under EU GDPR to enter into
contractual arrangements to flow down or help ensure that these third parties only process such data according to our
restrietions-instructions and have sufficient security measures in place. Any security breach or non- compliance with our
contractual terms or breach of applicable law by such third parties could result in enforcement actions, litigation, fines
and penalties or adverse publicity and could cause customers to lose trust in us, which would have an adverse impact on
our reputation and business. Any contractual arrangements requiring the processing of personal data from the EEA to
us in the U S w1ll requlre greater scrutmy and assessments as requlred under Schrems II and may have an adverse
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clinical trials in the EEA, and the EU GDPR increases our responsibility and liability in relation to personal data that we process
where such processing is subject to the EU GDPR, and we are required to have in place additional mechanisms and safeguards
to ensure compliance with the EU GDPR, including as implemented by individual eetntries-EU member states . Compliance
with the EU GDPR is a rigorous and time- intensive process that increase our cost of doing business or require us to change our
business practices, and despite those efforts, there is a risk that we may be subject to fines and penalties, litigation, and
reputational harm in connection with our European activities. We expect that we will continue to face uncertainty as to whether
our efforts to comply with any obligations under European privacy laws will be sufficient. If we are investigated by a European
data protection authority, we may face fines and other penalties. Any such investigation or charges by European data protection
authorities could have a negative effect on our existing business and on our ability to attract and retain new clients or
biotechnology and biopharmaceutical partners. We may also experience hesitancy, reluctance, or refusal by European or multi-
national vendors or biotechnology and biopharmaceutical partners to continue to use our products due to the potential risk
exposure as a result of the current (and, in particular, future) data protection obligations imposed on them by certain data
protection authorities in interpretation of current law, including the EU GDPR. Such vendors or biotechnology and
biopharmaceutical partners may also view any alternative approaches to compliance as being too costly, too burdensome, too
legally uncertain, or otherwise objectionable and therefore decide not to do business with us. Any of the forgoing could
materially harm our business, prospects, financial condition and results of operations. Applicable data privacy and data
protection laws may conflict with each other, and by complying with the laws or regulations of one jurisdiction, we may
find that we are violating the laws or regulations of another jurisdiction. Despite our efforts, we may not have fully
complied in the past and may not in the future. That could require us to incur significant expenses, which could
significantly affect our business. Failure to comply with data protection laws may expose us to risk of enforcement
actions taken by data protection authorities or other regulatory agencies, private rights of action in some jurisdictions,
and potential significant penalties if we are found to be non- compliant. Furthermore, the number of government
investigations related to data security incidents and privacy violations continue to increase and government
investigations typically require significant resources and generate negative publicity, which could harm our business and
reputation. [cgal, political and economic uncertainty surrounding the exit of the United Kingdom H-—X—from the E&
European Union may be a source of instability in international markets, create significant currency fluctuations, adversely
affect our operations in the United Kingdom H-—3=-and pose additional risks to our business, revenue, financial condition ;-and
results of operations. The United Kingdom H—&—formally left the Eg-European Union on January 31, 2020, and the E&
European Union and the United Kingdom B-—-have concluded a trade and cooperation agreement sor-(the “ TCA ») , which
was provisionally applicable since January 1, 2021 and has been formally applicable since May 1, 2021. The TCA provides
details on how some aspects of the United Kingdom H-XK-—and E&-European Union ’ s relationship will operate going forward
however there are still many uncertainties and how the TCA will take effect in practice is still largely unknown. This lack of
clarity on future U. K. laws and regulations and their interaction with the EU laws and regulations may negatively impact
foreign direct investment in the United Kingdom H-—K-, increase costs, depress economic activity and restrict access to capital.
The uncertainty concerning the United Kingdom U= s legal, political and economic relationship with the E5-European
Union after Brexit may be a source of instability in the international markets, create significant currency fluctuations, and / or



otherwise adversely affect trading agreements or similar cross- border co- operation arrangements (whether economic, tax,
fiscal, legal, regulatory or otherwise) beyond the date of Brexit. These developments may have a significant adverse effect on
global economic conditions and the stability of global financial markets and could significantly reduce global market liquidity
and limit the ability of key market participants to operate in certain financial markets. In particular, it could also lead to a period
of considerable uncertainty in relation to the U. K. financial and banking markets, as well as on the regulatory process in
Europe. Asset valuations, currency exchange rates and credit ratings may also be subject to increased market volatility. In
addition, if other EU Member-member States-states pursue withdrawal, barrier- free access among the EEA overall could be
diminished or eliminated. The long- term effects of Brexit will depend on how the terms of the TCA take effect in practice and
any further agreements (or lack thereof) between the United Kingdom H-—4&—and the E-European Union . Such a withdrawal
from the E&-European Union is unprecedented, and it is unclear how the restrictions on the United Kingdom =" s access
to the European single market for goods, capital, services and labor within the E-Eurepean Union , or single market, and the
wider commercial, legal and regulatory environment, will impact our current and future operations (including business activities
conducted by third parties and contract manufacturers on our behalf) and clinical activities in the United Kingdom UK. In
addition to the foregoing, our U. K. operations support our current and future operations and clinical activities in the E&
European Union and EEA, and these operations and clinical activities could be disrupted by Brexit. We may also face new
regulatory costs and challenges that could have an adverse effect on our operations. The United Kingdom B-—¥—will lose the
benefits of global trade agreements negotiated by the Ed-European Union on behalf of its members, which may result in
increased trade barriers that could make our doing business in the Ed-European Union and the EEA more difficult. Since the
regulatory framework in the United Kingdom Y-—¥-—covering quality, safety and efficacy of pharmaceutical products, clinical
trials, marketing authorization, commercial sales and distribution of pharmaceutical products is derived from EU directives and
regulations, Brexit could materially impact the future regulatory regime with respect to the approval of our product candidates in
the United Kingdom U-—X-now that the U. K. legislation can diverge from EU legislation. For instance, Great Britain will now
no longer be covered by the centralized procedures for obtaining EEA- wide marketing and manufacturing authorizations from
the EMA (under the Northern Irish Protocol, centralized marketing authorizations will continue to be recognized in Northern
Ireland) and a separate process for authorization of drug products will be required in Great Britain, resulting in an authorization
covering the United Kingdom U-—XK-or Great Britain only. Any delay in obtaining, or an inability to obtain, any regulatory
approvals, as a result of Brexit or otherwise, would prevent us from commercializing our product candidates in the United
Kingdom H—-=and / or the E&-European Union and restrict our ability to generate revenue and achieve and sustain
profitability. If any of these outcomes occur, we may be forced to restrict or delay efforts to seek regulatory approval in the
United Kingdom Y-—¥-and / or Ed-European Union for our product candidates, which could significantly and materially
harm our business. Even prior to any change to the United Kingdom Y& s relationship with the E5-European Union , the
announcement of Brexit has created economic uncertainty surrounding the terms of Brexit, and its consequences could adversely
impact customer confidence resulting in customers reducing their spending budgets on our product candidates, if approved,
which could adversely affect our business, financial condition, results of operations and could adversely affect the market price
of our common stock. Additional laws and regulations governing international operations, and the complexity associated with
maintaining geographically diverse operations, could negatively impact or restrict our operations and ability to grow. We have
offices and operations in six cities and in five countries. If we are unable to manage the risks of our global operations, including
the potential for fluctuations in foreign exchange and inflation rates, international hostilities, the need for our executives to travel
internationally, natural disasters, security breaches, failure to maintain compliance with internal control requirements and
multiple legal and regulatory systems, our results of operations and ability to grow could be materially adversely affected. We
must dedicate additional resources to comply with numerous laws and regulations in each jurisdiction in which we plan to
operate. The U. S. Foreign Corrupt Practices Act (5etthe “ FCPA ;) prohibits any U. S. individual or business entity from
paying, offering, authorizing payment or offering of anything of value, directly or indirectly, to any foreign official, political
party or candidate for the purpose of influencing any act or decision of the foreign entity in order to assist the individual or
business in obtaining or retaining business. Compliance with the FCPA is expensive and difficult, particularly in countries in
which corruption is a recognized problem. In addition, the FCPA presents particular challenges in the biotechnology and
biopharmaceutical industry, because, in many countries, hospitals are operated by the government, and doctors and other
hospital employees are considered foreign officials. Certain payments to hospitals and healthcare providers in connection with
clinical trials and other work have been deemed to be improper payments to government officials and have led to FCPA
enforcement actions. Various laws, regulations and executive orders also restrict the use and dissemination outside of the United
States, or the sharing with certain non- U. S. nationals, of information products classified for national security purposes, as well
as certain products, technology and technical data relating to those products. As we expand our operations throughout the world,
we will be required to dedicate additional resources to comply with these laws, and these laws may preclude us from developing,
manufacturing, or selling certain products and product candidates outside of the United States, which could limit our growth
potential and increase our development costs. The failure to comply with laws governing international business practices may
result in substantial civil and criminal penalties and suspension or debarment from government contracting. The SEC may also
suspend or bar issuers from trading securities on U. S. exchanges for violations of the FCPA’ s accounting provisions. We are
subject to certain U. S. and foreign anti- corruption, anti- money laundering, export control, sanctions, and other trade laws and
regulations. We can face serious consequences for violations. Among other matters, U. S. and foreign anti- corruption, anti-
money laundering, export control, sanctions, and other trade laws and regulations, which are collectively referred to as Trade
Laws, prohibit companies and their employees, agents, clinical research organizations, legal counsel, accountants, consultants,
contractors, and other partners from authorizing, promising, offering, providing, soliciting, or receiving directly or indirectly,
corrupt or improper payments or anything else of value to or from recipients in the public or private sector. Violations of Trade



Laws can result in substantial criminal fines and civil penalties, imprisonment, the loss of trade privileges, debarment, tax
reassessments, breach of contract and fraud litigation, reputational harm, and other consequences. We have direct or indirect
interactions with officials and employees of government agencies or government- affiliated hospitals, universities, and other
organizations. We plan to engage third parties for clinical trials and / or to obtain necessary permits, licenses, patent
registrations, and other regulatory approvals, and we could be held liable for the corrupt or other illegal activities of our
personnel, agents, or partners, even if we do not explicitly authorize or have prior knowledge of such activities . In February
2025, President Trump issued an executive order directing the U. S. Department of Justice to pause enforcement of the
U. S. Foreign Corrupt Practices Act and to issue new enforcement guidelines that take into consideration U. S. national
security and the competitiveness of U. S. companies abroad. It is unclear how this presidential directive may affect the
biopharmaceutical industry as a whole or our business in particular . Risks Related to Our Intellectual Property Our success
depends in part on our ability to protect our intellectual property. It is difficult and costly to protect our proprietary rights and
technology, and we may not be able to ensure their protection. Our business will depend in large part on obtaining and
maintaining patent, trademark and trade secret protection of our proprietary technologies and our product candidates, their
respective components, synthetic intermediates, formulations, combination therapies, methods used to manufacture them and
methods of treatment, as well as successfully defending these patents against third- party challenges. Our ability to stop
unauthorized third parties from making, using, selling, offering to sell or importing our product candidates is dependent upon
the extent to which we have rights under valid and enforceable patents that cover these activities and whether a court would
issue an injunctive remedy. If we are unable to secure and maintain patent protection for any product or technology we develop,
or if the scope of the patent protection secured is not sufficiently broad, our competitors could develop and commercialize
products and technology similar or identical to ours, and our ability to commercialize any product candidates we may develop
may be adversely affected. The patenting process is expensive and time- consuming, and we may not be able to file and
prosecute all necessary or desirable patent applications at a reasonable cost or in a timely manner. The patenting process is
subject to numerous risks and there can be no assurance that we will be successful in obtaining patents for which we have
applied. In addition, we may not pursue, obtain, or maintain patent protection in all relevant markets. It is also possible that we
will fail to identify patentable aspects of our research and development output before it is too late to obtain patent protection.
Moreover, in some circumstances, we may not have the right to control the preparation, filing and prosecution of patent
applications, or to maintain the patents, covering technology that we license from or license to third parties and are reliant on our
licensors or licensees. The strength of patents in the biotechnology and biopharmaceutical fields involves complex legal and
scientific questions and can be uncertain. The patent applications that we own, or in- license, may fail to result in issued patents
with claims that cover our product candidates or uses thereof in the United States or in other foreign countries. Even if the
patents do successfully issue, third parties may challenge the validity, enforceability or scope thereof, which may result in such
patents being narrowed, invalidated or held unenforceable. Furthermore, even if they are unchallenged, our patents and patent
applications may not adequately protect our technology, including our product candidates, or prevent others from designing
around the claims in our patents. If the breadth or strength of protection provided by the patent applications, we hold with
respect to our product candidates is threatened, it could dissuade companies from collaborating with us to develop, and threaten
our ability to commercialize, our product candidates. Further, if we encounter delays in our clinical trials, the period of time
during which we could market our product candidates under patent protection would be reduced. We cannot be certain that we
were the first to file any patent application related to our technology, including our product candidates, and, if we were not, we
may be precluded from obtaining patent protection for our technology, including our product candidates. We cannot be certain
that we are the first to invent the inventions covered by pending patent applications and, if we are not, we may be subject to
priority disputes. Furthermore, for United States applications in which all claims are entitled to a priority date before March 16,
2013, an interference proceeding can be provoked by a third- party or instituted by the United States Patent and Trademark
Office sor-(“ USPTO ;) to determine who was the first to invent any of the subject matter covered by the patent claims of our
applications. Similarly, for U. S. applications in which at least one claim is not entitled to a priority date before March 16, 2013,
derivation proceedings can be instituted to determine whether the subject matter of a patent claim was derived from a prior
inventor’ s disclosure. We may be required to disclaim part or all of the term of certain patents. There may be prior art of which
we are not aware that may affect the validity or enforceability of a patent or patent application claim. There also may be prior art
of which we are aware, but which we do not believe affects the validity or enforceability of a claim, which may, nonetheless,
ultimately be found to affect the validity or enforceability of a claim. No assurance can be given that if challenged, our patents
would be declared by a court to be valid or enforceable or that even if found valid and enforceable, would adequately protect our
product candidates, or would be found by a court to be infringed by a competitor’ s technology or product. We may analyze
patents or patent applications of our competitors that we believe are relevant to our activities and consider that we are free to
operate in relation to our product candidates, but our competitors may achieve issued claims, including in patents we consider to
be unrelated, which block our efforts or may potentially result in our product candidates or our activities infringing such claims.
The possibility exists that others will develop products that have the same effect as our products on an independent basis and
that do not infringe our patents or other intellectual property rights or will design around the claims of patents that may issue that
cover our products. Recent or future patent reform legislation could increase the uncertainties and costs surrounding the
prosecution of our patent applications and the enforcement or defense of our issued patents. Under the enacted Leahy- Smith
America Invents Act (5erthe ¢ America Invents Act ”), after March 2013, the United States moved from a “ first- to- invent ”
to a “ first- inventor- to- file ” system. Under a “ first- inventor- to- file ” system, assuming the other requirements for
patentability are met, the first inventor to file a patent application generally will be entitled to a patent on the invention
regardless of whether another inventor had made the invention earlier. The America Invents Act includes a number of other
significant changes to U. S. patent law, including provisions that affect the way patent applications are prosecuted, redefine prior



art and establish a new post- grant review system. The effects of these changes are currently unclear, as the USPTO only
recently developed new regulations and procedures in connection with the America Invents Act and many of the substantive
changes to patent law, including the “ first- inventor- to- file ” provisions. In addition, the courts have yet to address many of
these provisions and the applicability of the America Invents Act and new regulations on specific patents discussed herein, for
which issues have not been determined and would need to be reviewed. However, the America Invents Act and its
implementation could increase the uncertainties and costs surrounding the prosecution of our patent applications and the
enforcement or defense of our issued patents, all of which could have a material adverse effect on our business and financial
condition. The degree of future protection for our proprietary rights is uncertain because legal means afford only limited
protection and may not adequately protect our rights or permit us to gain or keep our competitive advantage. For example: ¢
others may be able to make or use compounds that are similar to the compositions of our product candidates but that are not
covered by the claims of our patents or those of our licensors; * we or our licensors, as the case may be, may fail to meet our
obligations to the U. S. government in regards to any in- licensed patents and patent applications invented or developed using U.
S. government funding, leading to the loss of patent rights; * we or our licensors, as the case may be, might not have been the
first to file patent applications for these inventions; ¢ others may independently develop similar or alternative technologies or
duplicate any of our technologies; ¢ it is possible that our pending patent applications will not result in issued patents; ¢ it is
possible that there are prior public disclosures that could invalidate our or our licensors’ patents, as the case may be, or parts of
our or their patents; ¢ it is possible that others may circumvent our owned or in- licensed patents; ¢ it is possible that there are
unpublished applications or patent applications maintained in secrecy that may later issue with claims covering our products or
technology similar to ours; ¢ the laws of foreign countries may not protect our or our licensors’, as the case may be, proprietary
rights to the same extent as the laws of the United States; ¢ the claims of our owned or in- licensed issued patents or patent
applications, if and when issued, may not cover our product candidates; * our owned or in- licensed issued patents may not
provide us with any competitive advantages, may be narrowed in scope, or be held invalid or unenforceable as a result of legal
challenges by third parties; ¢ the inventors of our owned or in- licensed patents or patent applications may become involved with
competitors, develop products or processes which design around our patents, or become hostile to us or the patents or patent
applications on which they are named as inventors; ¢ it is possible that our owned or in- licensed patents or patent applications
omit individual (s) that should be listed as inventor (s) or include individual (s) that should not be listed as inventor (s), which
may cause these patents or patents issuing from these patent applications to be held invalid or unenforceable; * we have engaged
in scientific collaborations in the past and will continue to do so in the future. Such collaborators may develop adjacent or
competing products to ours that are outside the scope of our patents; * we may not develop additional proprietary technologies
for which we can obtain patent protection; ¢ it is possible that product candidates or diagnostic tests we develop may be covered
by third parties’ patents or other exclusive rights; or ¢ the patents of others may have an adverse effect on our business. If we
breach any of the agreements under which we license from third parties the commercialization rights to our product
candidates, we could lose license rights that are important to our business and our operations could be materially
harmed. Pursuant to our acquisition of Bridge Medicines, we have in- licensed rights to GB3226 and other compounds in
our ENL- YEATS program from Rockefeller University. As a result, our current business plans are highly dependent
upon our satisfaction of certain conditions to the maintenance of the rights we license under the license agreement with
Rockefeller University. This license agreement provides that we are subject to various obligations and conditions,
including diligence obligations relating to the commercialization and development of GB3226. If we fail to comply with
any of the conditions or obligations or otherwise breach the terms of our license agreement with Rockefeller University,
Rockefeller University may have the right to terminate the applicable agreement in whole or in part and thereby
extinguish our rights to the licensed technology and intellectual property and / or any rights we have acquired to develop
and commercialize GB3226 or other product candidates. The loss of the rights licensed to us under our license agreement
with Rockefeller University would eliminate our ability to further develop GB3226 and would materially harm our
business, prospects, financial condition and results of operations. We may enter into license or other collaboration
agreements in the future that may impose certain obligations on us. If we fail to comply with our obligations under such future
agreement% Wlth third paltle% we could loqe hcense rlght% that may be nnportant to our future bu%lne%i We Treonneetion-with
s el S we-may enter into certain
licenses or other collaboration agreements in the future pertalnmg to the in- hcenqe of rlght% to addltlonal product candidates .
For instance, in October 2024, we acquired certain ENL- YEATS assets from Bridge Medicines, which included an
exclusive license with Rockefeller University. See the risk factor below entitled “ We depend on Rockefeller University to
prosecute and maintain patents and patent applications that are material to our business ” for more information. Any
failure by a third party to effectively protect these intellectual property rights could adversely impact our business and
operations . Such agreements may impose various diligence, milestone payment, royalty, insurance or other obligations on us.
If we fail to comply with these obligations, our licensor or collaboration partners may have the right to terminate the relevant
agreement, in which event we would not be able to develop or market the products covered by such licenses or agreements.
Moreover, disputes may arise regarding intellectual property subject to a licensing agreement, including: ¢ the scope of rights
granted under the license agreement and other interpretation- related issues; ¢ the extent to which our product candidates,
technology and processes infringe on intellectual property of the licensor that is not subject to the licensing agreement; ¢ the
sublicensing of patent and other rights under our collaborative development relationships; ¢ our diligence obligations under the
license agreement and what activities satisfy those diligence obligations; * the inventorship and ownership of inventions and
know- how resulting from the joint creation or use of intellectual property by our licensors and us and our partners; and ¢ the
priority of invention of patented technology. In addition, the agreements under which we may license intellectual property or
technology from third parties are complex, and certain provisions in such agreements may be susceptible to multiple




interpretations. The resolution of any contract interpretation disagreement that may arise could narrow what we believe to be the
scope of our rights to the relevant intellectual property or technology or increase what we believe to be our financial or other
obligations under the relevant agreement, either of which could have a material adverse effect on our business, financial
condition, results of operations, and prospects. Moreover, if disputes over intellectual property that we have licensed prevent or
impair our ability to maintain our current licensing arrangements on commercially acceptable terms, we may be unable to
successfully develop and commercialize the affected product candidates, which could have a material adverse effect on our
business, financial conditions, results of operations, and prospects. In addition, we may have limited control over the
maintenance and prosecution of these in- licensed patents and patent applications, or any other intellectual property that may be
related to our in- licensed intellectual property. For example, we cannot be certain that such activities by any future licensors
have been or will be conducted in compliance with applicable laws and regulations or will result in valid and enforceable patents
and other intellectual property rights. We have limited control over the manner in which our licensors initiate an infringement
proceeding against a third- party infringer of the intellectual property rights or defend certain of the intellectual property that is
licensed to us. It is possible that the licensors’ infringement proceeding, or defense activities may be less vigorous than had we
conducted them ourselves. If we are unable to protect the confidentiality of our trade secrets, the value of our technology could
be negatively impacted, and our business and competitive position would be harmed. In addition to patent protection, we rely
heavily upon know- how and trade secret protection, as well as non- disclosure agreements and invention assignment
agreements with our employees, consultants and third parties, to protect our confidential and proprietary information, especially
where we do not believe patent protection is appropriate or obtainable. In addition to contractual measures, we try to protect the
confidential nature of our proprietary information using physical and technological security measures. Such measures may not,
for example, in the case of misappropriation of a trade secret by an employee or third party with authorized access, provide
adequate protection for our proprietary information. Our security measures may not prevent an employee or consultant from
misappropriating our trade secrets and providing them to a competitor, and recourse we take against such misconduct may not
provide an adequate remedy to protect our interests fully. Enforcing a claim that a party illegally disclosed or misappropriated a
trade secret can be difficult, expensive, and time- consuming, and the outcome is unpredictable. In addition, trade secrets may be
independently developed by others in a manner that could prevent legal recourse by us. If any of our confidential or proprietary
information, such as our trade secrets, were to be disclosed or misappropriated, or if any such information was independently
developed by a competitor, our competitive position could be harmed. In addition, courts may be unwilling to protect trade
secrets. If we choose to go to court to stop a third- party from using any of our trade secrets, we may incur substantial costs.
These lawsuits may consume our time and other resources even if we are successful. Although we take steps to protect our
proprietary information and trade secrets, including through contractual means with our employees and consultants, third parties
may independently develop substantially equivalent proprietary information and techniques or otherwise gain access to our
trade secrets or disclose our technology. Thus, we may not be able to meaningfully protect our trade secrets. It is our policy to
require our employees, consultants, outside scientific collaborators, sponsored researchers and other advisors to execute
confidentiality agreements upon the commencement of employment or consulting relationships with us. These agreements
provide that all confidential information concerning our business or financial affairs developed or made known to the individual
or entity during the course of the party’ s relationship with us is to be kept confidential and not disclosed to third parties except
in specific circumstances. In the case of employees, the agreements provide that all inventions conceived by the individual, and
which are related to our current or planned business or research and development or made during normal working hours, on our
premises or using our equipment or proprietary information, are our exclusive property. In addition, we take other appropriate
precautions, such as physical and technological security measures, to guard against misappropriation of our proprietary
technology by third parties. We also plan to adopt policies and conduct training that provides guidance on our expectations, and
our advice for best practices, in protecting our trade secrets. Third- party claims of intellectual property infringement may be
costly and time consuming to defend, and could prevent or delay our product discovery, development and commercialization
efforts. Our commercial success depends in part on our ability to develop, manufacture, market and sell our product candidates
and use our proprietary technologies without infringing the proprietary rights of third parties. There is a substantial amount of
litigation involving patents and other intellectual property rights in the biotechnology and biopharmaceutical industries, as well
as administrative proceedings for challenging patents, including interference, derivation, inter partes review, post grant review,
and reexamination proceedings before the USPTO or oppositions and other comparable proceedings in foreign jurisdictions. We
may be exposed to, or threatened with, future litigation by third parties having patent or other intellectual property rights
alleging that our product candidates and / or proprietary technologies infringe their intellectual property rights. Numerous U. S.
and foreign issued patents and pending patent applications, which are owned by third parties, exist in the fields in which we are
developing our product candidates. As the biotechnology and biopharmaceutical industries expand and more patents are issued,
the risk increases that our product candidates may give rise to claims of infringement of the patent rights of others. Moreover, it
is not always clear to industry participants, including us, which patents cover various types of drugs, products or their methods
of use or manufacture. Thus, because of the large number of patents issued and patent applications filed in our fields, there may
be a risk that third parties may allege they have patent rights encompassing our product candidates, technologies or methods. If a
third- party claims that we infringe its intellectual property rights, we may face a number of issues, including, but not limited to:
« infringement and other intellectual property claims which, regardless of merit, may be expensive and time- consuming to
litigate and may divert our management’ s attention from our core business; * substantial damages for infringement, which we
may have to pay if a court decides that the product candidate or technology at issue infringes on or violates the third party’ s
rights, and, if the court finds that the infringement was willful, we could be ordered to pay treble damages and the patent owner’
s attorneys’ fees; ¢ a court prohibiting us from developing, manufacturing, marketing or selling our product candidates, or from
using our proprietary technologies, unless the third party licenses its product rights to us, which it is not required to do; « if a



license is available from a third party, we may have to pay substantial royalties, upfront fees and other amounts, and / or grant
cross- licenses to intellectual property rights for our product candidates and any license that is available may be non- exclusive,
which could result in our competitors gaining access to the same intellectual property; and  the need to redesign our product
candidates or processes so they do not infringe, which may not be possible or may require substantial monetary expenditures and
time. In addition, there could be public announcements of the results of hearings, motions or other interim proceedings or
developments, and, if securities analysts or investors perceive these results to be negative, it could have a substantial adverse
effect on the price of our common stock. This type of litigation or proceeding could substantially increase our operating losses
and reduce our resources available for development activities. We may not have sufficient financial or other resources to
adequately conduct such litigation or proceedings. Some of our competitors may be able to sustain the costs of complex patent
litigation more effectively than we can because they have substantially greater resources. In addition, any uncertainties resulting
from the initiation and continuation of any litigation could have a material adverse effect on our ability to raise the funds
necessary to continue our operations or could otherwise have a material adverse effect on our business, results of operations,
financial condition and prospects. Furthermore, because of the substantial amount of discovery required in connection with
intellectual property litigation or administrative proceedings, there is a risk that some of our confidential information could be
compromised by disclosure. Third parties may assert that we are employing their proprietary technology without authorization.
There may be third- party patents of which we are currently unaware with claims to compositions of matter, materials,
formulations, methods of manufacture or methods for treatment that encompass the composition, use or manufacture of our
product candidates. There may be currently pending patent applications of which we are currently unaware which may later
result in issued patents that our product candidates or their use or manufacture may infringe. In addition, third parties may obtain
patents in the future and claim that use of our technologies infringes upon these patents. If any third- party patent were held by a
court of competent jurisdiction to cover our product candidates, intermediates used in the manufacture of our product candidates
or our materials generally, aspects of our formulations or methods of manufacture or use, the holders of any such patent may be
able to block our ability to develop and commercialize the product candidate unless we obtained a license or until such patent
expires or is finally determined to be held invalid or unenforceable. In either case, such a license may not be available on
commercially reasonable terms or at all. If we are unable to obtain a necessary license to a third- party patent on commercially
reasonable terms, or at all, our ability to commercialize our product candidates may be impaired or delayed, which could in turn
significantly harm our business. Even if we obtain a license, it may be non- exclusive, thereby giving our competitors access to
the same technologies licensed to us. 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 current
or future product candidates. Parties making claims against us may seek and obtain injunctive or other equitable relief, which
could effectively block our ability to further develop and commercialize our product candidates. Defense of these claims,
regardless of their merit, would involve substantial litigation expense and would be a substantial diversion of employee
resources from our business. In the event of a successful claim of infringement against us, we may have to pay substantial
damages, including treble damages and attorneys’ fees for willful infringement, obtain one or more licenses from third parties,
pay royalties or redesign our infringing products, which may be impossible or require substantial time and monetary expenditure.
We cannot predict whether any such license would be available at all or whether it would be available on commercially
reasonable terms. Furthermore, even in the absence of litigation, we may need to obtain licenses from third parties to advance
our research or allow commercialization of our product candidates. We may fail to obtain any of these licenses at a reasonable
cost or on reasonable terms, if at all. In that event, we would be unable to further develop and commercialize our product
candidates, which could harm our business significantly. Third parties may assert that our employees or consultants have
wrongfully used or disclosed confidential information or misappropriated trade secrets. As is common in the biotechnology and
biopharmaceutical industries, we employ individuals who were previously employed at universities or other biotechnology or
biopharmaceutical companies, including our competitors or potential competitors. Although no claims against us are currently
pending, and although we try to ensure that our employees and consultants do not use the proprietary information or know- how
of others in their work for us, we may be subject to claims that we or our employees, consultants or independent contractors
have inadvertently or otherwise used or disclosed intellectual property, including trade secrets or other proprietary information,
of a former employer or other third parties. 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 or other legal proceedings relating to intellectual property claims
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, and, 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. This type of litigation or proceeding could substantially increase
our operating losses and reduce our resources available for development activities. We may not have sufficient financial or other
resources to adequately conduct such litigation or proceedings. Some of our competitors may be able to sustain the costs of such
litigation or proceedings more effectively than we can because of their substantially greater financial resources. Uncertainties
resulting from the initiation and continuation of patent litigation or other intellectual property related proceedings could
adversely affect our ability to compete in the marketplace. Others may claim an ownership interest in our intellectual property,
which could expose us to litigation and have a significant adverse effect on our prospects. A third party may claim an ownership
interest in one or more of our or our licensors’ patents or other proprietary or intellectual property rights. A third party could
bring legal actions against us and seek monetary damages and / or enjoin clinical testing, manufacturing and marketing of the
affected product or products. While we are presently unaware of any claims or assertions by third parties with respect to our
patents or other intellectual property, we cannot guarantee that a third party will not assert a claim or an interest in any of such



patents or intellectual property. If we become involved in any litigation, it could consume a substantial portion of our resources
and cause a significant diversion of effort by our technical and management personnel. If any of these actions are successful, in
addition to any potential liability for damages, we could be required to obtain a license to continue to manufacture or market the
affected product, in which case we may be required to pay substantial royalties or grant cross- licenses to our patents. We
cannot, however, assure you that any such license will be available on commercially acceptable terms, if at all. Ultimately, we
could be prevented from commercializing a product candidate or be forced to cease some aspect of our business operations as a
result of claims of patent infringement or violation of other intellectual property rights. Further, the outcome of intellectual
property litigation is subject to uncertainties that cannot be adequately quantified in advance, including the demeanor and
credibility of witnesses and the identity of any adverse party. This is especially true in intellectual property cases that may turn
on the testimony of experts as to technical facts upon which experts may reasonably disagree. We may not be successful in
obtaining or maintaining necessary rights to develop any future product candidates on acceptable terms. Because our programs
may involve additional product candidates that may require the use of proprietary rights held by third parties, the growth of our
business may depend in part on our ability to acquire, in- license or use these proprietary rights. Our product candidates may
also require specific formulations to work effectively and efficiently, and these rights may be held by others. We may develop
products containing our compounds and pre- existing biotechnology and biopharmaceutical compounds. We may be unable to
acquire or in- license any compositions, methods of use, processes or other third- party intellectual property rights from third
parties that we identify as necessary or important to our business operations. We may fail to obtain any of these licenses at a
reasonable cost or on reasonable terms, if at all, which would harm our business. We may need to cease use of the compositions
or methods covered by such third- party intellectual property rights and may need to seek to develop alternative approaches that
do not infringe on such intellectual property rights which may entail additional costs and development delays, even if we were
able to develop such alternatives, which may not be feasible. Even if we are able to obtain a license, it may be non- exclusive,
thereby giving our competitors access to the same technologies licensed to us. In that event, we may be required to expend
significant time and resources to develop or license replacement technology. The licensing and acquisition of third- party
intellectual property rights is a competitive area, and companies that may be more established, or that have greater resources
than we do, may also be pursuing strategies to license or acquire third- party intellectual property rights that we may consider
necessary or attractive in order to commercialize our product candidates. More established companies may have a competitive
advantage over us due to their size, cash resources and greater clinical development and commercialization capabilities. There
can be no assurance that we will be able to successfully complete such negotiations and ultimately acquire the rights to the
intellectual property surrounding the additional product candidates that we may seek to acquire. We may be involved in lawsuits
to protect or enforce our patents or the patents of our licensors, or challenging the patent rights of others, which could be
expensive, time- consuming and unsuccessful. Competitors or other third parties such as chemical and reagent suppliers may
infringe our patents or the patents of our current or future licensors. To counter infringement or unauthorized use, we may be
required to file infringement claims, which can be expensive and time- consuming. In addition, in an infringement proceeding, a
court may decide that one or more of our patents is not valid or 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 or for other reasons. An
adverse result in any litigation or defense proceedings could put one or more of our patents at risk of being invalidated, held
unenforceable, or interpreted narrowly and could put our patent applications at risk of not issuing. Defense of these claims,
regardless of their merit, would involve substantial litigation expense and would be a substantial diversion of employee
resources from our business. We may choose to challenge the patentability of claims in a third party’ s U. S. patent by requesting
that the USPTO review the patent claims in an ex- parte re- examination, inter partes review or post- grant review proceedings.
These proceedings are expensive and may consume our time or other resources. We may choose to challenge a third party’ s
patent in patent opposition proceedings in the European Patent Office ;-er(* EPO ;) or other foreign patent offices. The costs
of these opposition proceedings could be substantial and may consume our time or other resources. If we fail to obtain a
favorable result at the USPTO, EPO or other patent offices then we may be exposed to litigation by a third- party alleging that
the patent may be infringed by our product candidates or proprietary technologies. In addition, because some patent applications
in the United States may be maintained in secrecy until the patents are issued, patent applications in the United States and many
foreign jurisdictions are typically not published until 18 months after filing, and publications in the scientific literature often lag
behind actual discoveries, we cannot be certain that others have not filed patent applications for technology covered by our
owned and in- licensed issued patents or our pending applications, or that we or, if applicable, a licensor were the first to invent
or first to file a patent application covering the technology. Our competitors may have filed, and may in the future file, patent
applications covering our products or technology similar to ours. Any such patent application may have priority over our owned
and in- licensed patent applications or patents, which could require us to obtain rights to issued patents covering such
technologies. If another party has filed a U. S. patent application on inventions similar to those owned by or in- licensed to us,
we or, in the case of in- licensed technology, the licensor may have to participate in an interference or derivation proceeding
declared by the USPTO to determine priority of invention in the United States. If we or one of our licensors is a party to an
interference or derivation proceeding involving a U. S. patent application on inventions owned by or in- licensed to us, we may
incur substantial costs, divert management’ s time and expend other resources, even if we are successful. Interference or
derivation proceedings provoked by third parties or brought by us or declared by the USPTO may be necessary to determine the
priority of inventions with respect to our patents or patent applications or those of our licensors. An unfavorable outcome could
result in a loss of our current patent rights and could require us to cease using the related technology or to attempt to license
rights to it from the prevailing party. Our business could be harmed if the prevailing party does not offer us a license on
commercially reasonable terms or at all, or if a non- exclusive license is offered and our competitors gain access to the same
technology. Litigation or interference proceedings may result in a decision adverse to our interests and, even if we are



successful, may result in substantial costs and distract our management and other employees. We may not be able to prevent,
alone or with our licensors, misappropriation of our trade secrets or confidential information, particularly in countries where the
laws may not protect those rights as fully as in the United States. 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. 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. Obtaining and maintaining our patent
protection depends on compliance with various procedural, document submission, fee payment and other requirements imposed
by governmental patent agencies, and our patent protection could be reduced or eliminated for non- compliance with these
requirements. Periodic maintenance fees, renewal fees, annuity fees and various other governmental fees on our owned and in-
licensed issued patents and patent applications are or will be due to be paid to the USPTO and foreign patent agencies in several
stages over the lifetime of the patent. The USPTO and various foreign governmental patent agencies require compliance with a
number of procedural, documentary, fee payment and other provisions during the patent application process and following the
issuance of a patent. While an inadvertent lapse can, in many cases, be cured by payment of a late fee or by other means in
accordance with the applicable rules, there are situations in which noncompliance can result in abandonment or lapse of the
patent or patent application, resulting in partial or complete loss of patent rights in the relevant jurisdiction. Noncompliance
events that could result in abandonment or lapse of a patent or patent application include, but are not limited to, failure to
respond to official actions within prescribed time limits, non- payment of fees and failure to properly legalize and submit formal
documents. In certain circumstances, even inadvertent noncompliance events may permanently and irrevocably jeopardize
patent rights. In such an event, our competitors might be able to enter the market, which would have a material adverse effect on
our business. Any patents, if issued, covering our product candidates could be found invalid or unenforceable if challenged in
court or the USPTO. If we or one of our licensors initiate legal proceedings against a third party to enforce a patent covering one
of our product candidates, the defendant could counterclaim that the patent covering our product candidate, as applicable, is
invalid and / or unenforceable. In patent litigation in the United States, defendant counterclaims alleging invalidity and / or
unenforceability are commonplace, and there are numerous grounds upon which a third party can assert invalidity or
unenforceability of a patent. Third parties may also raise similar claims before administrative bodies in the United States or
abroad, even outside the context of litigation. Such mechanisms include re- examination, inter partes review, post- grant review,
and equivalent proceedings in foreign jurisdictions (e. g., opposition proceedings). Such proceedings could result in revocation
or amendment to our patents in such a way that they no longer cover our product candidates. The outcome following legal
assertions of invalidity and unenforceability is unpredictable. With respect to the validity question, for example, we cannot be
certain that there is no invalidating prior art, of which we, our patent counsel and the patent examiner were unaware during
prosecution. If a defendant were to prevail on a legal assertion of invalidity and / or unenforceability, or if we are otherwise
unable to adequately protect our rights, we would lose at least part, and perhaps all, of the patent protection on our product
candidates. Such a loss of patent protection could have a material adverse impact on our business and our ability to
commercialize or license our technology and product candidates. Our earliest patents may expire before, or soon after, our first
product achieves marketing approval in the United States or foreign jurisdictions. Upon the expiration of our current patents, we
may lose the right to exclude others from practicing these inventions. The expiration of these patents could have a similar
material adverse effect on our business, results of operations, financial condition and prospects. Changes in patent law in the
United States and in other jurisdictions could diminish the value of patents in general, thereby impairing our ability to protect
our products. Changes in either the patent laws or interpretation of the patent laws in the United States or in other jurisdictions
could increase the uncertainties and costs surrounding the prosecution of patent applications and the enforcement or defense of
issued patents. Assuming that other requirements for patentability are met, prior to March 16, 2013, in the United States, the
first to invent the claimed invention was entitled to the patent, while outside the United States, the first to file a patent
application was entitled to the patent. On March 16, 2013, under the America Invents Act, enacted in September 2011, the
United States transitioned to a * first- inventor- to- file ” system in which, assuming that other requirements for patentability are
met, the first inventor to file a patent application will be entitled to the patent on an invention regardless of whether a third party
was the first to invent the claimed invention. A third party that files a patent application in the USPTO on or after March 16,
2013, but before us could therefore be awarded a patent covering an invention of ours even if we had made the invention before
it was made by such third party. This will require us to be cognizant of the time from invention to filing of a patent application.
Since patent applications in the United States and most other countries are confidential for a period of time after filing or until
issuance, we cannot be certain that we or our licensors were the first to either (i) file any patent application related to our product
candidates or (ii) invent any of the inventions claimed in our or our licensor’ s patents or patent applications. The America
Invents Act also includes a number of significant changes that affect the way patent applications will be prosecuted and also
may affect patent litigation. These include allowing third party submission of prior art to the USPTO during patent prosecution
and additional procedures to attack the validity of a patent by USPTO administered post- grant proceedings, including post-
grant review, inter partes review, and derivation proceedings. Because of a lower evidentiary standard in USPTO proceedings
compared to the evidentiary standard in U. S. federal courts necessary to invalidate a patent claim, a third party could potentially
provide evidence in a USPTO proceeding sufficient for the USPTO to hold a claim invalid even though the same evidence
would be insufficient to invalidate the claim if first presented in a district court action. Accordingly, a third party may attempt to
use the USPTO procedures to invalidate our patent claims that would not have been invalidated if first challenged by the third
party as a defendant in a district court action. Therefore, the America Invents Act and its implementation could increase the
uncertainties and costs surrounding the prosecution of our owned or in- licensed patent applications and the enforcement or
defense of our owned or in- licensed issued patents, all of which could have a material adverse effect on our business, financial



condition, results of operations, and prospects. In addition, the patent positions of companies in the development and
commercialization of biotechnology and biopharmaceuticals are particularly uncertain. Recent U. S. Supreme Court rulings have
narrowed the scope of patent protection available in certain circumstances and weakened the rights of patent owners in certain
situations. This combination of events has created uncertainty with respect to the validity and enforceability of patents, once
obtained. Depending on future 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 have a material adverse effect on our existing patent portfolio
and our ability to protect and enforce our intellectual property in the future. Further, a European Unified Patent Court ( ¢ UPC »
) came into force during 2023. The UPC is a common patent court to hear patent infringement and revocation proceedings
effective for member states of the European Union. This could enable third parties to seek revocation of any of our European
patents in a single proceeding at the UPC rather than through multiple proceedings in each of the jurisdictions in which the
European patent is validated. Any such revocation and loss of patent protection could have a material adverse impact on our
business and our ability to commercialize or license our technology and products. Moreover, the controlling laws and regulations
of the UPC will develop over time, and may adversely affect our ability to enforce our European patents or defend the validity
thereof. We may decide to opt out our European patents and patent applications from the UPC. If certain formalities and
requirements are not met, however, our European patents and patent applications could be challenged for non- compliance and
brought under the jurisdiction of the UPC. We cannot be certain that our European patents and patent applications will avoid
falling under the jurisdiction of the UPC, if we decide to opt out of the UPC. We have limited intellectual property rights outside
of the United States and Europe and may not be able to protect and enforce our intellectual property rights throughout the world.
We have limited intellectual property rights outside the United States and Europe. Filing, prosecuting and defending patents on
product candidates in all countries throughout the world would be prohibitively expensive, and our intellectual property rights in
some countries outside the United States and Europe can be less extensive than those in the United States and Europe. In
addition, the laws of some foreign countries do not protect intellectual property rights to the same extent as federal and state laws
in the United States or laws in Europe. Consequently, we may not be able to prevent third parties from practicing our inventions
in all countries outside the United States or Europe, or from selling or importing products made using our inventions in and into
the United States, Europe or other jurisdictions. Competitors may use our technologies in jurisdictions where we have not
obtained patent protection to develop their own products and, further, may export otherwise infringing products to territories
where we have patent protection but where enforcement is not as strong as that in the United States. These products may
compete with our products in jurisdictions where we do not have any issued patents and our patent claims or other intellectual
property rights may not be effective or sufficient to prevent them from competing. Many companies have encountered
significant problems in protecting and defending intellectual property rights in foreign jurisdictions. The legal systems of certain
countries, particularly certain developing countries, do not favor the enforcement of, and may require a compulsory license to,
patents, trade secrets and other intellectual property protection, particularly those relating to biotechnology and
biopharmaceutical products, which could make it difficult for us to stop the infringement of our patents or marketing of
competing products against third parties in violation of our proprietary rights generally. The initiation of proceedings by third
parties to challenge the scope or validity of our patent rights in foreign jurisdictions could result in substantial cost and divert our
efforts and attention from other aspects of our business. Proceedings to enforce our patent rights in foreign jurisdictions could
result in substantial costs and divert our efforts and attention from other aspects of our business, could put our patents at risk of
being invalidated or interpreted narrowly and our patent applications at risk of not issuing and could provoke third parties to
assert claims against us. We may not prevail in any lawsuits that we initiate and the damages or other remedies awarded, if any,
may not be commercially meaningful. Accordingly, our efforts to enforce our intellectual property rights around the world may
be inadequate to obtain a significant commercial advantage from the intellectual property that we develop or license. Patent
terms may be inadequate to protect our competitive position on our product candidates for an adequate amount of time. Patents
have a limited lifespan. In the United States, if all maintenance fees are timely paid, the natural expiration of a patent is
generally 20 years from its earliest claimed U. S. non- provisional filing date. Various extensions such as patent term
adjustments and / or extensions, may be available, but the life of a patent, and the protection it affords, is limited. Even if patents
covering our product candidates are obtained, once the patent life has expired, we may be open to competition from competitive
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 portfolio may not provide us with sufficient rights to exclude others from commercializing products
similar or identical to ours. If we do not obtain patent term extension and data exclusivity or similar non- U. S. legislation
extending the term of protection covering any product candidates we may develop, our business may be materially harmed.
Depending upon the timing, duration and specifics of any FDA marketing approval of any product candidates we may develop,
one or more of our U. S. patents may be eligible for limited patent term extension under the Drug Price Competition and Patent
Term Restoration Action of 1984, also known as the Hatch- Waxman Amendments. The Hatch- Waxman Amendments permit
a patent term extension of up to five years as compensation for patent term lost during the FDA regulatory review process. A
patent term extension cannot extend the remaining term of a patent beyond a total of 14 years from the date of product approval,
only one patent may be extended, and only those claims covering the approved drug, a method for using it, or a method for
manufacturing it may be extended. However, we may not be granted an extension because of, for example, failure to exercise
due diligence during the testing phase or regulatory review process, failure to apply within applicable deadlines, failure to apply
prior to expiration of relevant patents, or otherwise failure to satisfy applicable requirements. Moreover, the applicable time
period or the scope of patent protection afforded could be less than we request. If we are unable to obtain patent term extension
or the term of any such extension is less than we request, our competitors may obtain approval of competing products following
our patent expiration, and our business, financial condition, results of operations, and prospects could be materially harmed. If



our trademarks and trade names are not adequately protected, then we may not be able to build name recognition in our markets
of interest and our business may be adversely affected. Our trademarks or trade names may be challenged, infringed,
circumvented or declared generic or determined to be infringing on other marks. We may not be able to protect our rights to
these trademarks and trade names or may be forced to stop using these names, which we need for name recognition by potential
partners or customers in our markets of interest. If we are unable to establish name recognition based on our trademarks and
trade names, we may not be able to compete effectively and our business may be adversely affected. Risks Related to Our
Reliance on Third Parties We rely and expect to continue to rely on third parties to conduct certain aspects of our ongoing and
future preclinical studies and clinical trials, including investigator- sponsored clinical trials of our product candidates. If these
third parties do not successfully carry out their contractual duties, meet expected deadlines or comply with regulatory
requirements, we may not be able to obtain regulatory approval of or commercialize any potential product candidates. We rely
and expect to continue to rely on third parties to conduct certain aspects of our ongoing and future preclinical studies and clinical
trials, under agreements with universities, medical institutions, clinical investigators, CROs, strategic collaborators and others.
We expect to have to negotiate budgets and contracts with such third parties, which may result in delays to our development
timelines and increased costs. We will rely especially heavily on third parties over the course of our clinical trials, and, as a
result, will have limited control over the clinical investigators and limited visibility into their day- to- day activities, including
with respect to their compliance with the approved clinical protocol. Nevertheless, we are responsible for ensuring that each of
our trials is conducted in accordance with the applicable protocol, legal and regulatory requirements and scientific standards,
and our reliance on third parties does not relieve us of our regulatory responsibilities. We may also rely on academic and private
non- academic institutions and clinical investigators to conduct and sponsor clinical trials relating to our product candidates,
such as the ptanned-ongoing Phase 2 clinical trial of GB1211 in metastatic melanoma and HNSCC patients that wit-be
sponsored-has been initiated by Providence Cancer Institute. We will not control the design or conduct of the investigator-
sponsored trials, and it is possible that the FDA or foreign regulatory authorities will not view these investigator- sponsored
trials as providing adequate support for future clinical trials, whether controlled by us or third parties, for any one or more
reasons, including due to elements of the design or execution of the trials or safety concerns or other trial results. Such
arrangements will likely provide us certain information rights, including access to and the ability to use and reference the data,
including for our own regulatory filings, resulting from the investigator- sponsored trials. However, we would not have control
over the timing and reporting of the data from investigator- sponsored trials, nor would we own the data from the investigator-
sponsored trials. If we are unable to confirm or replicate the results from the investigator- sponsored trials or if negative results
are obtained, we would likely be further delayed or prevented from advancing further clinical development of our product
candidates. Further, if investigators or institutions breach their obligations with respect to the clinical development of our
product candidates, or if the data proves to be inadequate compared to the first- hand knowledge we might have gained had the
investigator- sponsored trials been sponsored and conducted by us, then our ability to design and conduct any future clinical
trials ourselves may be adversely affected. We and these third parties are required to comply with GCP requirements, which are
regulations and guidelines enforced by the FDA and comparable foreign regulatory authorities for product candidates in clinical
development. Regulatory authorities enforce these GCP requirements through periodic inspections of trial sponsors, clinical
investigators and trial sites. If we or any of these third parties fail to comply with applicable GCP requirements, the clinical data
generated in our clinical trials may be deemed unreliable and the FDA or comparable foreign regulatory authorities may require
us to suspend or terminate these trials or perform additional preclinical studies or clinical trials before approving our marketing
applications. We cannot be certain that, upon inspection, such regulatory authorities will determine that any of our clinical trials
conducted by third parties comply with the GCP requirements. Our failure or any failure by these third parties to comply with
these regulations or to recruit a sufficient number of patients may require us to repeat clinical trials, which would delay the
regulatory approval process. Moreover, our business may be implicated if any of these third parties violates federal or state fraud
and abuse or false claims laws and regulations or healthcare privacy and security laws. Any third parties conducting aspects of
our preclinical studies or clinical trials will not be our employees and, except for remedies that may be available to us under our
agreements with such third parties, we cannot control whether or not they devote sufficient time and resources to our preclinical
studies and clinical programs. These third parties may also have relationships with other commercial entities, including our
competitors, for whom they may also be conducting clinical trials or other product development activities, which could affect
their performance on our behalf. If these third parties do not successfully carry out their contractual duties or obligations or meet
expected deadlines, if they need to be replaced, or if the quality or accuracy of the preclinical or clinical data they obtain is
compromised due to the failure to adhere to our protocols or regulatory requirements or for other reasons or if, due to federal or
state orders, they are unable to meet their contractual and regulatory obligations, our development timelines, including clinical
development timelines, may be extended, delayed or terminated and we may not be able to complete development of, obtain
regulatory approval of or successfully commercialize our product candidates. As a result, our financial results and the
commercial prospects for our product candidates would be harmed, our costs could increase and our ability to generate revenue
could be delayed. If any of our relationships with these third- party CROs or other third parties terminate, we may not be able to
enter into arrangements with alternative CROs or other third parties or to do so on commercially reasonable terms. Switching or
adding additional CROs involves additional cost and requires management time and focus. In addition, there is a natural
transition period when a new CRO begins work. As a result, delays may occur, which can materially impact our ability to meet
our desired development timelines. Though we carefully manage our relationships with our CROs, there can be no assurance
that we will not encounter similar challenges or delays in the future or that these delays or challenges will not have a material
adverse impact on our business, financial condition and prospects. We depend on Rockefeller University to prosecute and
maintain patents and patent applications that are material to our business. Any failure by a third party to effectively
protect these intellectual property rights could adversely impact our business and operations. We have licensed patent



rights for our ENL- YEATS program from Rockefeller University. As a licensee, we rely on licensors to file and
prosecute patent applications and maintain patents and otherwise protect the licensed intellectual property under some
of our license agreements. We have not had and do not have primary control over these activities for our ENL- YEATS
patents or patent applications and other intellectual property rights. We cannot be certain that such activities have been
or will be conducted in compliance with applicable laws and regulations or will result in valid and enforceable patents or
other intellectual property rights. Pursuant to the terms of our license agreement, Rockefeller University has the right to
control enforcement of our licensed patents or defense of any claims asserting the invalidity of these patents and even if
we are permitted to pursue such enforcement or defense, we will require the cooperation of our licensors. We cannot be
certain that our licensors will allocate sufficient resources or prioritize their or our enforcement of such patents or
defense of such claims to protect our interests in the licensed patents. Even if we are not a party to these legal actions, an
adverse outcome could harm our business because it might prevent us from continuing to license intellectual property
that we may need to operate our business. We rely on third parties for materials, including tissue samples, required for our
research and development activities, and if we are unable to reach agreements with these third parties, our research and
development activities would be delayed. We rely on third parties, primarily hospitals, health clinics and academic institutions,
for the provision of tissue samples and other materials required in our research and development activities. Obtaining these
materials requires various approvals as well as reaching a commercial agreement on acceptable terms with the hospital or other
provider of the materials. While we currently have agreements in place with the institutions from which we receive our tissue
samples, we do not have any exclusive arrangements with such sources, and there is no guarantee that we will be able to
maintain or renew such agreements on commercially reasonable terms, if at all. If we were unable to maintain or renew such
agreements, we would be forced to seek new arrangements with new hospitals, clinics or health institutions. If so, we may not
be able to reach agreements with alternative partners or do so on terms acceptable to us. If we are unable to enter into such
agreements, our research and development activities will be delayed and our ability to implement a key part of our development
strategy will be compromised. We contract with third parties for the manufacture of our product candidates for preclinical
development, clinical testing, and expect to continue to do so for commercialization. This reliance on third parties increases the
risk that we will not have sufficient quantities of our product candidates or products or such quantities at an acceptable cost,
which could delay, prevent or impair our development or commercialization efforts. We rely on third- party contract
manufacturers to manufacture our product candidates for preclinical studies and clinical trials. We do not own manufacturing
facilities for producing any clinical trial product supplies. There can be no assurance that our preclinical and clinical
development product supplies will not be limited or interrupted, or that they will be of satisfactory quality or continue to be
available at acceptable prices. For example, the extent to which instability in geographies where we have operations or global
pandemics impact our ability to procure sufficient supplies for the development of our product candidates will depend on
whether broad- based sanctions continue for long term or escalate or if the economic challenges caused by global pandemics
continue to impact supply chain, among many other factors. Any replacement of our manufacturers could require significant
effort and expertise because there may be a limited number of qualified replacements. 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 cGMPs. In the event that any of our manufacturers fails to comply with such
requirements or to perform its obligations to us in relation to quality, timing or otherwise, or if our supply of 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 either scenario, our clinical trials could be delayed significantly as we establish
alternative supply sources. In some cases, the technical skills or technology required to manufacture our product candidates may
be unique or proprietary to the original manufacturer and we may have difficulty, or there may be contractual restrictions
prohibiting us from, transferring such skills or technology to a back- up or alternative supplier, or we may not be able to transfer
such skills or technology at all. Furthermore, a manufacturer may possess technology related to the manufacture of our product
candidate that such manufacturer owns independently. 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 candidates. In
addition, 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. We
will also need to verify, such as through a manufacturing comparability study, that any new manufacturer or manufacturing
process will produce our product candidate according to the specifications previously submitted to the FDA or another
regulatory authority. We may be unsuccessful in demonstrating the comparability of clinical supplies which could require the
conduct of additional clinical trials. The delays associated with the verification of a new manufacturer could negatively affect
our ability to develop product candidates in a timely manner or within budget. We expect to continue to rely on third- party
manufacturers if we receive regulatory approval for any of our fibresis-er-oncology or liver disease product candidates. 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 product candidates,
or to do so on commercially reasonable terms, we may not be able to develop and commercialize our product candidates
successfully. Our or a third party’ s failure to execute on our manufacturing requirements and comply with cGMP could
adversely affect our business in a number of ways, including: * an inability to initiate or continue clinical trials of product
candidates under development; ¢ delay in submitting regulatory applications, or receiving regulatory approvals, for product
candidates; ¢ 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 candidates; and ¢ in the event of approval to market and commercialize a product candidate, an inability
to meet commercial demands for our products. We rely on a sole supplier or, in some cases, a limited number of suppliers for
the manufacture of components of our fibresis-and-eneetogy-product candidates. If these suppliers are unable to supply
necessary materials to us in the quantities we require, or at all, or otherwise default on their supply obligations to us, we may not
be able to obtain alternative supplies from other suppliers on acceptable terms, in a timely manner, or at all. We also do not have
long- term supply agreements with any of our suppliers. Our current contracts with certain suppliers may be canceled or not
extended by such suppliers and, therefore, do not afford us with protection against a reduction or interruption in supplies.
Moreover, in the event any of these suppliers breach their contracts with us, our legal remedies associated with such a breach
may be insufficient to compensate us for any damages we may suffer. In addition, we contract with fill and finishing providers
with the appropriate expertise, facilities and scale to meet our needs. Failure to maintain cGMP can result in a contractor
receiving FDA sanctions, which can impact our ability to operate or lead to delays in any clinical development programs. We
believe that our current fill and finish contractor is operating in accordance with cGMP, but we can give no assurance that FDA
or other regulatory agencies will not conclude that a lack of compliance exists. In addition, any delay in contracting for fill and
finish services, or failure of the contract manufacturer to perform the services as needed, may delay any clinical trials,
registration and launches, which could negatively affect our business. In the future, if we were to advance a biological product
candidate into IND- enabling studies, we would need to identify and contract with suppliers who are able to produce biological
product candidates and adhere to additional cGMP compliance obligations required for biologicals. We may in the future seek to
enter into collaborations with third parties for the development and commercialization of our product candidates, and our future
collaborations will be important to our business. If we are unable to enter into collaborations, or if these collaborations are not
successful, our business could be adversely affected. A part of our strategy is to consider partnerships in indications and
geographies where we believe partners can add significant commercial and / or development capabilities. Further, we have
limited capabilities for product development and do not yet have any capability for commercialization. Accordingly, we have
entered and may in the future enter into collaborations with other companies to provide us with important technologies and
funding for our programs and technology. Any future collaborations we enter into may pose a number of risks, including the
following: * collaborators have significant discretion in determining the efforts and resources that they will apply; ¢ collaborators
may not perform their obligations as expected;  collaborators may not pursue development and commercialization of any
product candidates that achieve regulatory approval or may elect not to continue or renew development or commercialization
programs or license arrangements based on clinical trial results, changes in the collaborators’ strategic focus or available
funding, or external factors, such as a strategic transaction that may divert resources or create competing priorities; ¢
collaborators may delay clinical trials, provide insufficient funding for a clinical trial program, stop a clinical trial or abandon a
product candidate, repeat or conduct new clinical trials or require a new formulation of a product candidate for clinical testing; *
collaborators could independently develop, or develop with third parties, products that compete directly or indirectly with our
products and product candidates if the collaborators believe that the competitive products are more likely to be successfully
developed or can be commercialized under terms that are more economically attractive than ours; ¢ product candidates
discovered in collaboration with us may be viewed by our collaborators as competitive with their own product candidates or
products, which may cause collaborators to cease to devote resources to the commercialization of our product candidates; ¢
collaborators may fail to comply with applicable regulatory requirements regarding the development, manufacture, distribution
or marketing of a product candidate or product; * collaborators with marketing and distribution rights to one or more of our
product candidates that achieve regulatory approval may not commit sufficient resources to the marketing and distribution of
such product or products; * collaborators may not provide us with timely and accurate information regarding development
progress and activity under any future license agreement, which could adversely impact our ability to report progress to our
investors and otherwise plan development of our product candidates;  disagreements with collaborators, including
disagreements over proprietary rights, contract interpretation or the preferred course of development, might cause delays or
terminations of the research, development or commercialization of product candidates, might lead to additional responsibilities
for us with respect to product candidates, or might result in litigation or arbitration, any of which would be time- consuming and
expensive; * collaborators may not properly maintain or defend our intellectual property rights or may use our proprietary
information in such a way as to invite litigation that could jeopardize or invalidate our intellectual property or proprietary
information or expose us to potential litigation; * collaborators may infringe the intellectual property rights of third parties,
which may expose us to litigation and potential liability; ¢ if a collaborator of ours is involved in a business combination, the
collaborator might deemphasize or terminate the development or commercialization of any product candidate licensed to it by
us; and ¢ collaborations may be terminated by the collaborator, and, if terminated, we could be required to raise additional
capital to pursue further development or commercialization of the applicable product candidates. If any future collaborations we
enter into do not result in the successful discovery, development and commercialization of product candidates, if one of our
collaborators terminates its agreement with us, we may not receive any future research funding or milestone or royalty payments
under such collaboration. All of the risks relating to product development, regulatory approval and commercialization described
in this Annual Report on Form 10- K also apply to the activities of our collaborators. Additionally, if one of our collaborators
terminates its agreement with us, we may find it more difficult to attract new collaborators and our perception in the business
and financial communities could be adversely affected. We face significant competition in seeking appropriate collaborators for
our product candidates, and the negotiation process is time- consuming and complex. In order for us to successfully establish a
collaboration for one or more of our product candidates, potential collaborators must view these product candidates as
economically valuable in markets they determine to be attractive in light of the terms that we are seeking and other available
products for licensing by other companies. Collaborations are complex and time- consuming to negotiate and document. In



addition, there have been a significant number of recent business combinations among large biotechnology and
biopharmaceutical companies that have resulted in a reduced number of potential future collaborators. Our ability to reach a
definitive agreement for a collaboration will depend, among other things, upon our assessment of the collaborator’ s resources
and expertise, the terms and conditions of the proposed collaboration and the proposed collaborator’ s evaluation of a number of
factors. If we are unable to reach agreements with suitable collaborators on a timely basis, on acceptable terms, or at all, we
may have to curtail the development of a product candidate, reduce or delay its development program or one or more of our
other development programs, delay its potential commercialization or reduce the scope of any sales or marketing activities, or
increase our expenditures and undertake development or commercialization activities at our own expense. If we elect to increase
our expenditures to fund development or commercialization activities on our own, we may need to obtain additional expertise
and additional capital, which may not be available to us on acceptable terms, or at all. If we fail to enter into future
collaborations or do not have sufficient funds or expertise to undertake the necessary development and commercialization
activities, we may not be able to further develop our product candidates, bring them to market and generate revenue from sales
of drugs or continue to develop our technology, and our business may be materially and adversely affected. Even if we are
successful in our efforts to establish new strategic collaborations, the terms that we agree upon may not be favorable to us, and
we may not be able to maintain such strategic collaborations if, for example, development or approval of a product candidate is
delayed or sales of an approved product are disappointing. Any delay in entering into new strategic collaboration agreements
related to our product candidates could delay the development and commercialization of our product candidates and reduce their
competitiveness even if they reach the market. Risks Related to Managing Our Business and Operations We may encounter
difficulties in managing our organization, which could adversely affect our operations. As of December 31, 2623-2024 , we had
43-5 full- time employees. As our clinical development and commercialization plans and strategies develop, and as we continue
to operate as a public company yerif-we-eonsummate-a-Strategie-transaetiotr, we may need to expand our managerial, clinical,
regulatory, sales, marketing, financial, development, manufacturing and legal capabilities or contract with third parties to
provide these capabilities for us. As-If our operations expand, we expect that we will need to manage additional relationships
with various strategic collaborators, suppliers and other third parties. Our future growth would impose significant added
responsibilities on members of management, including: ¢ identifying, recruiting, integrating, maintaining and motivating
additional employees; * managing our development and commercialization efforts effectively, including the clinical and FDA
review process for our ﬁbfests—aﬂd—eﬂee-}egy—product candidates, while complying with our contractual obligations to
contractors and other third parties; and ¢ improving our operational, financial and management controls, reporting systems and
procedures. Our ability to continue to develop and, if approved, commercialize our product candidates will depend, in part, on
our ability to effectively manage any future growth. Our management may also have to divert a disproportionate amount of its
attention away from day- to- day activities in order to devote a substantial amount of time to managing these growth activities.
We currently rely, and for the foreseeable future will continue to rely, in substantial part on certain independent organizations,
advisors and consultants to provide certain services, including contract manufacturers and companies focused on research and
development and discovery activities. There can be no assurance that the services of independent organizations, advisors and
consultants will continue to be available to us on a timely basis when needed, or that we can find qualified replacements. In
addition, if we are unable to effectively manage our outsourced activities or if the quality, accuracy or quantity of the services
provided is compromised for any reason, our clinical trials may be extended, delayed or terminated, and we may not be able to
obtain, or may be substantially delayed in obtaining, regulatory approval of our product candidates or otherwise advance our
business. There can be no assurance that we will be able to manage our existing consultants or find other competent outside
contractors and consultants on economically reasonable terms, or at all. In Beeember26+9-October 2024 , we acquired
PharmAdkeatnesorPharmAdea-the ENL- YEATS assets from Brldge Medlcmes and we may acquire additional technology
and complementary businesses in the future as-pa g v wise-. Acquisitions involve many
risks, any of which could materially harm our business, 1nclud1ng the dlversmn of management’ s attention from core business
concerns, failure to effectively exploit acquired technologies, failure to successfully integrate the acquired business or realize
expected synergies or the loss of key employees from either our business or the acquired businesses. If we lose key management
personnel, or if we fail to recruit additional highly skilled personnel, our ability to develop current product candidates or identify
and develop new product candidates will be impaired, could result in loss of markets or market share and could make us less
competitive. Our ability to compete in the highly competitive biotechnology and biopharmaceutical industries depends upon our
ability to attract and retain highly qualified managerial, scientific and medical personnel. We are highly dependent on our
management, scientific and medical personnel, including Hans T. Schambye, M. D., Ph. D., our Chief Executive Officer and
President, and JenathanFreve-Matthew Kronmiller , our Executive Vice President of Strategy and Chicf Finanetal-Business
Officer. The loss of the services of any of our executive officers, other key employees, and other scientific and medical advisors,
and our inability to find suitable replacements could result in delays in product development and harm our business. We conduct
our operations primarily in globally-fremseveraHoeattons-ineluding-Denmark ;-and the United States, and have also engaged
consultants in multiple the-other countries U-—K—and-Canada- Competition for skilled personnel in our industry is intense and
may limit our ability to hire and retain highly qualified personnel on acceptable terms or at all —, To induce valuable employees
to remain with us, in addition to salary and cash incentives, we have provided stock options and restricted stock units that vest
over time. The value to employees of stock options and restricted stock units that vest over time may be significantly affected by
movements in our stock price that are beyond our control, and may at any time be insufficient to counteract more lucrative
offers from other companies. Despite our efforts to retain valuable employees, members of our management, scientific and
development teams may terminate their employment with us on short notice. Our key employees are at- will employees, which
means that any of our employees could leave our employment at any time, with or without notice. We do not maintain *“ key
person ” insurance policies, but we may enter into such policies, on the lives of these individuals or the lives of certain of our




employees. There is no guarantee that any “ key person ” insurance policy we may enter into would adequately compensate us
for the loss of any key employee. Our success also depends on our ability to continue to attract, retain and motivate highly
skilled junior, mid- level and senior scientific and medical personnel. We may be unable to adequately protect our information
systems , or those of third- parties upon which we rely, from eyberattaeks-cybersecurity incidents and other disruptions or
failures , which could result in material disruption of our product development and business, the disclosure of confidential
or proprietary information, including personal data, damage our reputation yand subject us to significant financial and legal
exposure. ©ur-In the ordinary course of our business, we, and the third parties upon which we rely, process personal,
proprietary, confidential, and other sensitive data, and as a result, we and the third parties upon which we rely face a
variety of evolving threats which could cause cybersecurity incidents. Despite our implementation of security measures,
our internal computer systems and those of third- parties upon which we rely, including any future collaborators and other
contractors or consultants , are vulnerable to damage-frem-cyberattacks, computer viruses, phishing , bugs, worms, or other
unauthorized-aeeess-malicious codes, malware, including as a result of advanced persistent threat intrusions, and other
attacks by computer hackers, cracking, application security attacks, social engineering, including through phishing
attacks, supply chain attacks and vulnerabilities through our third- party service providers, denial- of- service attacks,
such as credential stuffing, credential harvesting, personnel misconduct or error, supply- chain attacks, software bugs,
server malfunctions, software or hardware failures, loss of data or other information technology assets, adware,
telecommunications failures , natural disasters, terrorism, war and telecommunication and electrical failures. Cyberattacks
are increasing in their frequency, sophistication and intensity, and have become increasingly difficult to detect.
Cyberattacks come from a variety of sources, including traditional computer “ hackers, ” threat actors, “ hacktivists, ”
organized criminal threat actors, personnel, such as through theft or misuse, wrongful conduct by hostile foreign
governments, industrial espionage, wire fraud and other forms of cyber fraud, the deployment of harmful malware,
denial of service, social engineering fraud or other means to threaten data security, confidentiality, integrity and
availability. Some threat actors also now engage and are expected to continue to engage in cyberattacks, including
without limitation nation- state actors, for geopolitical reasons and in conjunction with military conflicts and defense
activities. During times of war and other major conflicts, we and the third parties upon which we rely, may be
vulnerable to a heightened risk of these attacks, including retaliatory cyber- attacks, that could materially disrupt our
systems and operations, supply chain and ability to produce, sell and distribute our goods and services. In addition to
experiencing a cybersecurity incident, third parties may gather, collect, or infer sensitive information about us from
public sources, data brokers, or other means that reveals competitively sensitive details about our organization and
could be used to undermine our competitive advantage or market position. Additionally, developments in artificial
intelligence and machine learning provide threat actors with the capability to use more sophisticated means to attack
our systems and may exacerbate cybersecurity risk. Furthermore, future or past business transactions, such as
acquisitions or integrations, could expose us to additional cybersecurity risks and vulnerabilities, as our systems could be
negatively affected by vulnerabilities present in acquired or integrated entities’ systems and technologies. Additionally,
we may discover security vulnerabilities or risks that were not found during due diligence of such acquired or integrated
entities, and it may be difficult to integrate companies into our information technology environment and security
program. We rely on third- party service providers and technologies to operate critical business systems to process
sensitive information in a variety of contexts, including, without limitation, cloud- based infrastructure, encryption and
authentication technology, employee email, and other functions. We also rely on third- party service providers to assist
with our clinical trials, provide other products or services, or otherwise to operate our business. Our ability to monitor
these third parties’ information security practices is limited, and these third parties may not have adequate information
security measures in place. [f our third- party service providers experience a cybersecurity incident or other
interruption, we could experience adverse consequences. While we may be entitled to damages if our third- party service
providers fail to satisfy their privacy or security- related obligations to us, any award may be insufficient to cover our
damages, or we may be unable to recover such award. In addition, supply- chain attacks have increased in frequency an
and eventwere-to-severity, and we cannot guarantee that third parties and infrastructure in eeeur—- our supply chain and
eatse-terruptions-trour— or eperations;t-our third- party partners’ supply chains have not been compromised or that
they do not contain exploitable defects or bugs that could result in a breach of or disruption to our information
technology systems, including our services, or the third- party information technology systems that support us and our
services. Any of the previously- discussed cybersecurity incidents or cyberattacks could cause serious negative
consequences for us, including, without limitation, disruption, delays or outages in our operations, disruption of our
development programs and-eur-, misappropriation of confidential business epetrations-information, including financial
information, trade secrets , financial loss, a-loss of income, loss of our trade secrets or other proprietary information ane-,
significant expenses to restore data or systems, reputational damage to-etr—- or reputation-and-otherwise-negatively-impaet
us-loss, diversion of funds or the disclosure of corporate strategic plans . For example, the loss of clinical trial data from
future clinical trials could result in delays in our regulatory approval efforts and significantly increase our costs to recover or
reproduce the data. To alleviate the extentnegative impact of a ransomware attack, it may be preferable to make payments
to the that-threat any-disruptien-actor (s), but we may be unwilling or unable to do so, including, er-for example, if
apphcable laws or regulatlons pr0h1b1t such payments Although we 1mplement secur ity measures bfeaeh—wefe—te—fest&t—rn




A—l-t-heugh—we—devefe—reseﬂfees—to protect our 1nformat10n Systemi We—fea-hfe—&rat—ey%efaf&teks—afe—a—ﬂafe&t—aﬂd—there can be no
assurance that our efforts will prevent infermatiorr-or detect seenrity-cybersecurity breaches-incidents that swweutd-could result

in business, legal, financial or reputational harm to us, or sexdd-could have a material adverse effect on our results of operations
and financial condition. Such cybersecurity incidents could also result in the theft or destruction of intellectual property,
data, or other misappropriation of assets, or otherwise compromise our confidential or proprietary information and
disrupt our operations. Any failure to detect, prevent or mitigate seenrity-cybersecurity breaches-incidents or improper

access to, use of, or disclosure of our clinical data or patients’ personal data could result in signifteant-obligations under
privacy and security obligations which may require us to notify relevant stakeholders, regulatory authorities, and other
individuals of cybersecurity incidents, and take other remedial measures. Such disclosures and measures are costly, and
the disclosure or the failure to comply with such requirements could lead to adverse consequences. Any such event could
also result in legal claims or proceedings, liability under state-te—gstate-breach-netifieation-laws that protect federale—g-

HIPAAas-amended-by HITECH)andHnternational{e—g-the GBRPR)Haw-privacy of personal data and may-eause-a-materiat
advefse—rmpaet—mgnlﬁcant regulatory penaltles, and damage to our reputatlon —a-ffeet—and a loss of confidence in us and our

; y ; deﬁeteﬁetes-whlch could delay the
clinical development of er-our breaches-product candidates . [f we or our third- party providers fail to maintain or protect our
information technology systems and data integrity effectively or fail to anticipate, plan for or manage significant disruptions to
our information technology systems, we or our third- party providers could have difficulty preventing, detecting and controlling
sueh-cybersecurity incidents and cyberattacks, and any such attaeks-occurrence could result in the losses described above as
well as disputes with physicians, patients and our partners, regulatory sanctions or penalties, increases in operating expenses,
expenses or lost revenues or other adverse consequences, any of which could have a material adverse effect on our business,
results of operations, financial condition, prospects and cash flows. Any failure by such third parties to prevent or mitigate
seeurity-cybersecurity breaches-incidents, cyberattacks or improper access to or disclosure of such information could have
similarly adverse consequences for us. If we are unable to prevent or mitigate the impact of such seeutity-cybersecurity
incidents or cyberattacks data—pfwaefy'—bfeaehes— we could be exposed to lmoanon and éovemmental 1nvest19at10ns which

third parties upon whom we depend may be adversely affected by earthquakes or other natural dliastem and our busmess
continuity and disaster recovery plans may not adequately protect us from any such serious disaster. Any unplanned event, such
as flood, fire, explosion, earthquake, extreme weather condition, medical epidemics and pandemics, power shortage,
telecommunication failure or other natural or man- made accidents or incidents that result in us being unable to fully utilize our
facilities, or the manufacturing facilities of our third- party contract manufacturers, may have a material and adverse effect on
our ability to operate our business, particularly on a daily basis, and have significant negative consequences on our financial and
operating conditions. Loss of access to these facilities may result in increased costs, delays in the development of our product
candidates or interruption of our business operations. Earthquakes or other natural disasters could further disrupt our operations
and have a material and adverse effect on our business, financial condition, results of operations and prospects. If a natural
disaster, power outage or other event were to occur that prevented us from using all or a significant portion of our headquarters,
that damaged critical infrastructure, such as our research facilities or the manufacturing facilities of our third- party contract
manufacturers, or that otherwise disrupted operations, it may be difficult or, in certain cases, impossible, for us to continue our
business for a substantial period of time. The disaster recovery and business continuity plans we have in place may prove
inadequate in the event of a serious disaster or similar event. We may incur substantial expenses as a result of the limited nature
of our disaster recovery and business continuity plans, which could have a material adverse effect on our business. As part of our
risk management policy, we maintain insurance coverage at levels that we believe are appropriate for our business. However, in
the event of an accident or incident at these facilities, we cannot assure you that the amounts of insurance will be sufficient to
satisfy any damages and losses. If our facilities, or the manufacturing facilities of our third- party contract manufacturers, are
unable to operate because of an accident or incident or for any other reason, even for a short period of time, any or all of our
research and development programs may be harmed. Unfavorable global economic conditions could adversely affect our



business, financial condition or results of operations. Our results of operations could be adversely affected by general conditions
in the global economy and in the global financial markets. Portions of our future clinical trials may be conducted outside of the
United States and unfavorable economic conditions resulting in the weakening of the U. S. dollar would make those clinical
trials more costly to operate. Furthermore, the most recent global financial crisis caused extreme volatility and disruptions in the
capital and credit markets. Changes in economic conditions, including rising-velatility in inflation and interest rates, volatile
equity capital markets and lower market prices for our securities may adversely affect our business, our future capital
requirements and our ability to finance our future cash needs. A severe or prolonged economic downturn could result in a variety
of risks to our business, including a reduced ability to raise additional capital when needed on acceptable terms, if at all. A weak
or declining economy or international trade disputes could also strain our suppliers, some of which are located outside of the
United States, possibly resulting in supply disruption. Any of the foregoing could harm our business and we cannot anticipate
all of the ways in which the current economic climate and financial market conditions could adversely impact our business. The
increasing use of social media platforms presents new risks and challenges. Social media is increasingly being used to
communicate about our clinical development programs and the diseases our therapeutics are being developed to treat, and we
intend to utilize appropriate social media in connection with our commercialization efforts following approval of our product
candidates, if any. Social media practices in the biotechnology and biopharmaceutical industry continue to evolve and
regulations and regulatory guidance relating to such use are evolving and not always clear. This evolution creates uncertainty
and risk of noncompliance with regulations applicable to our business, resulting in potential regulatory actions against us, along
with the potential for litigation related to off- label marketing or other prohibited activities and heightened scrutiny by the FDA,
the SEC and other regulators. For example, patients may use social media channels to comment on their experience in an
ongoing blinded clinical trial or to report an alleged adverse event. If such disclosures occur, there is a risk that trial enrollment
may be adversely impacted, that we may fail to monitor and comply with applicable adverse event reporting obligations or that
we may not be able to defend our business or the public’ s legitimate interests in the face of the political and market pressures
generated by social media due to restrictions on what we may say about our product candidates. There is also a risk of
inappropriate disclosure of sensitive information or negative or inaccurate posts or comments about us on any social networking
website. In addition, we may encounter attacks on social media regarding our company, management, product candidates or
products. If any of these events were to occur or we otherwise fail to comply with applicable regulations, we could incur
liability, face regulatory actions or incur other harm to our business. The estimates of market opportunity and forecasts of market
growth included in this Annual Report on Form 10- K or that we may otherwise provide may prove to be inaccurate, and even if
the markets in which we compete achieve the forecasted growth, our business may not grow at similar rates, or at all. Market
opportunity estimates and growth forecasts included in this Annual Report on Form 10- K or that we may otherwise provide are
subject to significant uncertainty and are based on assumptions and estimates which may not prove to be accurate. The estimates
and forecasts included in this Annual Report on Form 10- K relating to size and expected growth of our target market may prove
to be inaccurate. Even if the markets in which we compete meet the size estimates and growth forecasts included in this Annual
Report on Form 10- K, our business may not grow at similar rates, or at all. Our growth is subject to many factors, including our
success in implementing our business strategy, which is subject to many risks and uncertainties. Our employees, independent
contractors, consultants, commercial partners, collaborators and vendors may engage in misconduct or other improper activities,
including noncompliance with regulatory standards and requirements. We are exposed to the risk of employee fraud or other
illegal activity by our employees, independent contractors, consultants, commercial partners, collaborators and vendors.
Misconduct by these parties could include intentional, reckless and / or negligent conduct that fails to comply with the laws of
the FDA and other similar foreign regulatory bodies, provide true, complete and accurate information to the FDA and other
similar foreign regulatory bodies, comply with manufacturing standards we have established, comply with healthcare fraud and
abuse laws in the United States and similar foreign fraudulent misconduct laws, or report financial information or data
accurately or to disclose unauthorized activities to us. If we obtain FDA approval of any of our product candidates and begin
commercializing those products in the United States, our potential exposure under such laws will increase significantly, and our
costs associated with compliance with such laws will also increase. These laws may impact, among other things, our current
activities with principal investigators and research patients, as well as proposed and future sales, marketing and education
programs. We have a code of business conduct and ethics, but it is not always possible to identify and deter misconduct by our
employees, independent contractors, consultants, commercial partners and vendors, and the precautions we take to detect and
prevent this activity may not be effective in controlling unknown or unmanaged risks or losses or in protecting us from
governmental investigations or other actions or lawsuits stemming from a failure to comply with these laws or regulations. If any
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 civil, criminal and administrative penalties, damages, monetary fines, imprisonment, disgorgement,
possible exclusion from participation in government healthcare programs, additional reporting obligations and oversight if we
become subject to a corporate integrity agreement or other agreement to resolve allegations of non- compliance with these laws,
contractual damages, reputational harm, diminished profits and future earnlngs and the cuItalhnent of our operatlons We use
and generate materlals that may expose us to materlal hab1hty es 5

es—We are subject to forelgn federal state and local
env1r0nmenta1 and health and safety laws and regulatlons governing, among other matters, the use, manufacture, handling,
storage and disposal of hazardous materials and waste products such as human tissue samples that may have the potential to
transmit diseases. We may incur significant costs to comply with these current or future environmental and health and safety
laws and regulations. In addition, we cannot completely eliminate the risk of contamination or injury from hazardous materials
and may incur material liability as a result of such contamination or injury. In the event of an accident, an injured party may seek
to hold us liable for any damages that result. Any liability could exceed the limits or fall outside the coverage of our workers’



compensation, property and business interruption insurance and we may not be able to maintain insurance on acceptable terms,
if at all. We currently carry no insurance specifically covering environmental claims. If we fail to comply with environmental,
health and safety laws and regulations, we could become subject to fines or penalties or incur costs that could have a material
adverse effect on the success of our business. We 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 or our CROs generally contract with third parties for the disposal of these materials and wastes.
We cannot eliminate the risk of contamination or injury from these materials, which could cause an interruption of our
commercialization efforts, research and development efforts and business operations, environmental damage resulting in costly
clean- up and liabilities under applicable laws and regulations governing the use, storage, handling and disposal of these
materials and specified waste products. Although we believe that the safety procedures utilized by our third- party
manufacturers for handling and disposing of these materials generally comply with the standards prescribed by these laws and
regulations, we cannot guarantee that this is the case or eliminate the risk of accidental contamination or injury from these
materials. In such an event, we may be held liable for any resulting damages and such liability could exceed our resources and
state or federal or other applicable authorities may curtail our use of certain materials and / or interrupt our business operations.
Furthermore, environmental laws and regulations are complex, change frequently and have tended to become more stringent.
We cannot predict the impact of such changes and cannot be certain of our future compliance. In addition, we may incur
substantial costs in order to comply with current or future environmental, health and safety laws and regulations. These current
or future laws and regulations may impair our research, development or production efforts. Failure to comply with these laws
and regulations also 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 hazardous
materials or other work- related injuries, this insurance may not provide adequate coverage against potential liabilities. We do
not carry specific biological waste or hazardous waste insurance coverage, workers’ compensation or property and casualty and
general liability insurance policies that include coverage for damages and fines arising from biological or hazardous waste
exposure or contamination. Compliance with governmental regulations regarding the treatment of animals used in research could
increase our operating costs, which would adversely affect the commercialization of our products. The Animal Welfare Act ;-er
(“ AWA ;7) is the federal law that covers the treatment of certain animals used in research. Currently, the AWA imposes a wide
variety of specific regulations that govern the humane handling, care, treatment and transportation of certain animals by
producers and users of research animals, most notably relating to personnel, facilities, sanitation, cage size, and feeding,
watering and shipping conditions. Third parties with whom we contract are subject to registration, inspections and reporting
requirements under the AWA and comparable rules, regulations, and or obligations that may exist in many foreign jurisdictions.
Furthermore, some states have their own regulations, including general anti- cruelty legislation, which establish certain
standards in handling animals. Comparable rules, regulations, and / or obligations exist in many foreign jurisdictions. If we or
our contractors fail to comply with regulations concerning the treatment of animals used in research, we may be subject to fines
and penalties and adverse publicity, and our operations could be adversely affected. Changes in U. S. tax law could adversely
affect our financial condition and results of operations. The rules dealing with U. S. federal, state, and local income taxation are
constantly under review by persons involved in the legislative process and by the Internal Revenue Service ;ordRS;-and the U.
S. Treasury Department. Changes to applicable tax laws, rules, regulations, or their interpretation and application (which
changes may have retroactive application) could adversely affect us or holders of our common stock. In recent years, many such
changes have been made and changes are likely to continue to occur in the future. For example, many provisions of the Tax
Cuts and Jobs Act of 2017 ;ee(“ TCJA ?) , the InflationReduetionAetof 20220 IR A, and the Tax Relief for American
Families and Workers Act of 2024 still require guidance through the issuance or finalization of regulations by the U. S. Treasury
Department in order to fully assess their effects. There may be substantial delays before such regulations are promulgated or
finalized as well as proposed technical corrections or other legislation, resulting in uncertainty as to their ultimate effects. Future
changes in U. S. tax 1aws could have a materral adverse effect on our business, cash ﬂow ﬁnancral condrtron or results of
operations —We al-and-tax-advisorsregarding mplieations er
-S—taae}aws-eﬁ—an—mvesﬁﬁeﬂt—m—etueeeﬁnﬂeﬁ—steele Unantlcrpated changes in effectlve tax rates or adverse 0utc0mes resultrng
from examination of our income or other tax returns could expose us to greater than anticipated tax liabilities. The tax laws
applicable to our business, including the laws of Denmark, Sweden, the United States, and other jurisdictions, are subject to
interpretation. The taxing authorities of the jurisdictions in which we operate may challenge our methodologies for valuing
intercompany arrangements or our revenue recognition policies, which could increase our worldwide effective tax rate and harm
our financial position and results of operations. It is possible that tax authorities may disagree with certain positions we have
taken and any adverse outcome of such a review or audit could have a negative effect on our financial position and results of
operations. Further, the determination of our worldwide provision for income taxes and other tax liabilities requires significant
judgment by management, and there are transactions where the ultimate tax determination is uncertain. Although we believe that
our estimates are reasonable, the ultimate tax outcome may differ from the amounts recorded in our consolidated financial
statements and may materially affect our financial results in the period or periods for which such determination is made. Our
corporate structure and intercompany arrangements are subject to the tax laws of various jurisdictions, and we could be
obligated to pay additional taxes, which would harm our results of operations. Based on our current corporate structure, we are
subject to taxation in several jurisdictions around the world with increasingly complex tax laws, the application of which can be
uncertain. The amount of taxes we pay in these jurisdictions could increase substantially as a result of changes in the applicable
tax principles, including increased tax rates, new tax laws or revised interpretations of existing tax laws and precedents. The
authorities in these jurisdictions could review our tax returns or require us to file tax returns in jurisdictions in which we are not




currently filing, and could impose additional tax, interest, and penalties. These authorities could also claim that various
withholding requirements apply to us or our subsidiaries and assert that benefits of tax treaties are not available to us or our
subsidiaries. The relevant taxing authorities may determine that the manner in which we operate our business does not achieve
the intended tax consequences. If such a disagreement were to occur, and our position was not sustained, we could be required
to pay additional taxes, interest, and penalties. Any increase in the amount of taxes we pay or that are imposed on us could
increase our worldwide effective tax rate. Several countries in which we are located allow for tax incentives to attract and retain
business. We have obtained incentives where available and practicable. Our taxes could increase if certain tax incentives are
retracted, which could occur if we are unable to satisfy the conditions on which such incentives are based, if they are not
renewed upon expiration or if tax rates applicable to us in such jurisdictions otherwise increase. It is not anticipated that any
material tax incentives will expire within the next year. However, due to the possibility of changes in existing tax law and our
operations, we are unable to predict how any expirations will impact us in the future. In addition, acquisitions may cause our
worldwide effective tax rate to increase, depending on the jurisdictions in which the acquired operations are located. Certain of
our subsidiaries may provide financing, products and services to, and may undertake certain significant transactions with, us or
other of our subsidiaries in different jurisdictions. Several jurisdictions in which we operate have tax laws with detailed transfer
pricing rules that require all transactions with non- resident related parties be priced using arm’ s length pricing principles, and
that contemporaneous documentation must exist to support such pricing. There is a risk that the relevant taxing authorities may
not deem our transfer pricing documentation acceptable. In addition, the Organization for Economic Cooperation and
Development je-(“ OECD ;) continues to issue guidelines and proposals related to enacting a 15 % global minimum corporate
tax rate , and participating OECD member countries continue to work towards the enactment of a global minimum tax rate. We
will continue to monitor these developments and evaluate the impact of the global minimum tax, which could negatively impact
our worldwide effective tax rate. Our ability to use our net operating loss carryforwards and certain tax credit carryforwards may
be subject to limitation. We have net operating loss carryforwards and tax credit carryforwards for U. S. federal and state
income tax purposes which will begin to expire in future years. Additionally, under Section 382 of the Internal Revenue Code of
1986, as amended, or-( the “ Code ;-”) changes in our ownership may limit the amount of our net operating loss carryforwards
and tax credit carryforwards that could be utilized annually to offset our future taxable income, if any. Under Section 382 of the
Code and applicable U. S. Treasury Department regulations, this limitation would generally apply in the event of an" ownership
change," generally defined as a cumulative change in equity ownership of our company of more than 50 pereent-% , by value,
within a rolling three- year period. Any such limitation may significantly reduce our ability to utilize our net operating loss
carryforwards and tax credit carryforwards before they expire. Public offerings, private placements and other transactions that
have occurred since our inception, may have triggered such an ownership change pursuant to Section 382 of the Code. Any such
limitation, whether as the result of a prior public offering, prior private placements, sales of our common stock by our existing
stockholders or additional sales of our common stock by us, could have a material adverse effect on our results of operations in
future years. We may experience ownership changes in the future as a result of subsequent shifts in our stock ownership, some
of which may be outside of our control. If we determine that an ownership change has occurred and our ability to use our
historic net operating losses and tax credit carryforwards is materially limited, it may result in increased future tax liability to us
and could adversely affect our operating results and financial condition. We may become involved in securities class action
litigation that could divert management’ s attention and harm the company’ s business,and insurance coverage may not be
sufficient to cover all costs and damages.In the past,securities class action litigation has often followed certain significant
business transactions,such as the sale of a company,an acquisition of stock or assets ;-or the announcement of any other strategic
transaction,or the announcement of negative events,such as negative results from clinical trials.These events may also result in
investigations by the SEC Seeurities-and-Exehange-Commisstor. We may be exposed to such litigation or investigation even if
no wrongdoing occurred.Litigation and investigations are usually expensive and divert management’ s attention and
resources,which could adversely affect our business and cash resources ane-. Risks Related to Our Common Stock The price of
our stock may be volatile, which ane-yetcould result in substantial tese-losses all-or-for part-ofyour-—- our investment
stockholders . The trading price of our common stock is likely to be highly volatile and could be subject to wide fluctuations in
response to various factors, some of which are beyond our control, including limited trading volume. In addition to the factors
discussed in this “ Risk Factors ” section and elsewhere in this Annual Report on Form 10- K, these factors 1nclude . t-he

d d develop-inthe-futarers-any delay in our regulatory filings for our
ﬁbfests—eieeﬂee-legy—product candldates and any adverse development or perceived adverse development with respect to the
applicable regulatory authority’ s review of such filings, including, without limitation, the FDA” s issuance of a “ refusal to file ”
letter or a request for additional information; ¢ adverse results or delays in future clinical trials; ¢ our decision to initiate a clinical
trial, not to initiate a clinical trial or to terminate an existing clinical trial; * adverse regulatory decisions, including failure to
receive regulatory approval for our fibresis-and-eneelogyproduct candidates; ¢ changes in laws or regulations applicable to our
ﬁbfests—eieeﬂee-legy—product candidates, including, but not limited to, clinical trial requirements for approvals; ¢ adverse
developments concerning our manufacturers; ¢ our inability to obtain adequate product supply for any approved product or
inability to do so at acceptable prices; * our inability to establish collaborations, if needed; ¢ our failure to commercialize our
product candidates, if approved; ¢ additions or departures of key scientific or management personnel;  unanticipated serious
safety concerns related to the use of GB3226, GB1211 -GB2664-or any other fibresis-er-oncology or liver disease product
candidate; * introduction of new products or services offered by us or our competitors; « announcements of significant
acquisitions, strategic partnerships, joint ventures or capital commitments by us or our competitors; ¢ our ability to effectively
manage our growth; ¢ actual or anticipated variations in quarterly operating results; ¢ our cash position; * our failure to meet the
estimates and projections of the investment community or that we may otherwise provide to the public; ¢ publication of research



reports about us or our industry, or product candidates in particular, or positive or negative recommendations or withdrawal of
research coverage by securities analysts; * changes in the market valuations of similar companies; ¢ changes in the structure of
the healthcare payment systems; ¢ overall performance of the equity markets; ¢ sales of our common stock by us or our
stockholders in the future; « trading volume and liquidity of our common stock; ¢ changes in accounting practices; ®
ineffectiveness of our internal controls; ¢ disputes or other developments relating to proprietary rights, including patents,
litigation matters and our ability to obtain patent protection for our technologies; ¢ significant lawsuits, including patent or
stockholder litigation; ¢ general political and economic conditions, including conflict, hostilities or war, inflationary pressures
and rising-volatility in interest rates; and ¢ other events or factors, many of which are beyond our control. In addition, the stock
market in general, and the market for biotechnology and biopharmaceutical companies in particular, have experienced extreme
price and volume fluctuations that have often been unrelated or disproportionate to the operating performance of these
companies. Broad market and mdustry factors may negatlvely affect the market prlce of our common stock, re;cqrdless of our
actual operating performance - y 0 : ;
tvestrent- [n the past, securities class action lltlgmon has often been 1nst1tuted against companies following perlods of
volatility in the market price of a company’ s securities. This type of litigation, if instituted, could result in substantial costs and
a diversion of management’ s attention and resources. Our failure to meet Nasdaq’ s continued listing requirements could result
in a delisting of our common stock. H-we-fait-to-satisfy-the-The Nasdaq Stock Market (“ Nasdaq ) has estabhshed continued
listing requirements efthe-Nasdag-StoekMarket-, including a or-N P v
requirement to maintain a minimum closing bid price of atleast $ 1. 00 per Shdle e-f—eu-lkeeﬂﬂeﬂ—s’fee}epursmnt to Nasdaq
Listing Rule 5450 (a) (1) (the “ Minimum Bid Price Requirement ). In September 2023 , we received written notice from
Nasdaq notifying us that, because the closing bid price for our common stock had fallen below $ 1. 00 per share for 30
consecutive business days, we no longer met the Minimum Bid Price Requirement for continued inclusion on The
Nasdaq Capital Market. In September 2024, we received a letter from Nasdaq indicating that we had regained
compliance with the bid price requirement. However, there can be no assurance that we will be able to maintain
compliance with the bid price requirement or other Nasdaq requirements in the future. If we fail to satisfy the continued
listing requirements of Nasdaq, such as the corporate governance requirements or the Minimum Bid Price Requirement,
Nasdaq may take steps to delist our common stock. Such a delisting would likely have a negative effect on the price of our
common stock and would impair your ability to sell or purchase our common stock when you wish to do so. Any such delisting
could also ad\ ersely 1mpact our ablhty to raise additional capltal or enter into strateglc tlansactlons On-September272623we

common stock is not listed on, or becomes delisted from, Nasdaq f01 any reason, tradmg our common stock could be conducted
only in the over- the- counter ;er-(“ OTC ;) market or on an electronic bulletin board established for unlisted securities such as
the OTC Bulletin Board, an inter- dealer automated quotation system for equity securities that is not a national securities
exchange, and the liquidity and price of our common stock may be more limited than if we were quoted or listed on Nasdaq or
another national securities exchange. In such circumstances, you may be unable to sell your common stock unless a market can
be established or sustained. We do not intend to pay dividends on our common stock, so any returns will be limited to the value
of our stock. We currently anticipate that we will retain future earnings for the development, operation and expansion of our
business and do not anticipate declaring or paying any cash dividends for the foreseeable future. Furthermore, future debt or
other financing arrangements may contain terms prohibiting or limiting the amount of dividends that may be declared or paid on
our common stock. Any return to stocl(holdeIs will therefore be limited to the appreudtlon of thelr stock Our-prinetpat




y y A best-interest-as-on stoekh s—We are an emerging growth company and a smaller
reporting company, and we cannot be certain if the reduced reporting requirements applicable to emerging growth companies
and smaller reporting companies will make our common stock less attractive to investors. We are an emerging growth
company (“ EGC ) as defined in the Jumpstart Our Business Startups Act of 2012 (the “ JOBS Act ”) ;enaeted-in-Apri
2642-. For as long as we continue to be an EGC, we may take advantage of exemptions from various reporting requirements that
are applicable to other public companies that are not EGCs, including not being required to comply with the auditor attestation
requirements of Section 404 of the Sarbanes- Oxley Act of 2002 , er-Seetionr464-as amended (“ SOX ) , reduced disclosure
obligations regarding executive compensation and our periodic reports and proxy statements and exemptions from the
requirements of holding nonbinding advisory votes on executive compensation and stockholder approval of any golden
parachute payments not prevrously approved We -rﬁay—wﬂl remain an EGC untrl December 31, 2025, although-eireumstanees

: 55 H-the last day of the fiscal year €&y
followrng the ﬁfth annrversary of the completron of our 1n1t1al pubhc offerlng —ef(“ lPO i —(b—) -rn—whteh—we—have—teta-l—aﬁnﬁa}

whieh have-tsstedm ; A-irnon—een ek rg-thep hree—yearpe Wemaychooseto
take advantage of some, but not all of the available exemptrons We have taken advantage of reduced reporting obligations by
providing only two years of audited financial statements. We cannot predict whether investors will find our common stock less
attractive if we rely on certain or all of these exemptions. If some investors find our common stock less attractive as a result,
there may be a less active trading market for our common stock and our stock price may be more volatile. Under the JOBS Act,
EGCs can also delay adopting new or revised accounting standards until such time as those standards apply to private
companies, which may make our financial statements less comparable to companies that comply with new or revised accounting
pronouncements as of public company effective dates. We are also a “ smaller reporting company, ” meaning that the market
value of our shares held by non- affiliates is less than $ 700 million and our annual revenue was less than $ 100 million during
the most recently completed fiscal year. We may continue to be a smaller reporting company if either (i) the market value of our
shares held by non- affiliates is less than $ 250 million or (ii) if the market value of our shares held by non- affiliates is more
than $ 250 million but less than $ 700 million and our annual revenue was less than $ 100 million during the most recently
completed fiscal year. If we are a smaller reporting company at the time we cease to be an EGC emerging-growth-eompaty-,
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, similar to emerging growth companies, smaller reporting
companies have reduced disclosure obligations regarding executive compensation. We will continue to incur significant costs as
a result of operating as a public company, and our management may be required to devote substantial time to new compliance
initiatives. As a public company, we incur, and we will continue to incur significant legal, accounting and other expenses. We
are subject to the reporting requirements of the Exchange Act, which require, among other things, that we file with the SEC
annual, quarterly and current reports with respect to our business and financial condition. In addition, SOX the-Sarbanes—Oxdey
Aet, as well as rules subsequently adopted by the SEC and the-The Nasdaq Stock Glebat-Seteet-Market to implement
provisions of SOX the-Sarbanes—OxdeyAet, impose significant requirements on public companies, including requiring
establishment and maintenance of effective disclosure and financial reporting controls and changes in corporate governance
practices. Further, in July 2010, the Dodd- Frank Wall Street Reform and Consumer Protection Act (5erthe * Dodd- Frank Act
57’) was enacted. There are significant corporate governance and executive compensation related provisions in the Dodd- Frank
Act that require the SEC to adopt additional rules and regulations in these areas such as ““ say on pay ” and proxy access. Recent
legislation permits EGCs to implement many of these requirements over a longer period and up to five years from the pricing of
our IPO in October 2020 . The costs associated with operating as a public company may decrease our net income or increase
our net loss, and may require us to reduce costs in other areas of our business or increase the prices of our products, if approved,
or services. Additionally, stockholder activism, the current political environment and the current high level of government
intervention and regulatory reform may lead to substantial new regulations and disclosure obligations, which may lead to
additional compliance costs and impact the manner in which we operate our business in ways we cannot currently anticipate. If
we fail to maintain an effective system of internal control over financial reporting, we may not be able to accurately report our
financial results or prevent fraud. As a result, stockholders could lose confidence in our financial and other public reporting,
which would harm our business and the trading price of our common stock. Effective internal controls over financial reporting
are necessary for us to provide reliable financial reports and, together with adequate disclosure controls and procedures, are
designed to prevent fraud. Any failure to implement required new or improved controls, or difficulties encountered in their
implementation, could cause us to fail to meet our reporting obligations. In addition, any testing by us conducted in connection
with Section 404, or any subsequent testing by our independent registered public accounting firm, may reveal deficiencies in our
internal controls over financial reporting that are deemed to be material weaknesses or that may require prospective or
retroactive changes to our financial statements or identify other areas for further attention or improvement. Inferior internal
controls could also cause investors to lose confidence in our reported financial information, which could have a negative effect
on the trading price of our stock. We are required to disclose changes made in our internal controls and procedures on a
quarterly basis, and our management is required to assess the effectiveness of these controls annually. However, for as long as
we are an EGC, our independent registered public accounting firm will not be required to attest to the effectiveness of our
internal controls over financial reporting pursuant to Section 404. We could be an EGC for up to five years. An independent




assessment of the effectiveness of our internal controls over financial reporting could detect problems that our management’ s
assessment might not. Undetected material weaknesses in our internal controls over financial reporting could lead to
restatements of our financial statements and require us to incur the expense of remediation. Our disclosure controls and
procedures may not prevent or detect all errors or acts of fraud. We are subject to certain reporting requirements of the Exchange
Act. Our disclosure controls and procedures are designed to reasonably assure that information required to be disclosed by us in
reports we file or submit under the Exchange Act is accumulated and communicated to management, recorded, processed,
summarized and reported within the time periods specified in the rules and forms of the SEC. 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
realities 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 or
insufficient disclosures due to error or fraud may occur and not be detected. We have broad discretion in the use of our existing
cash, cash equivalents and marketable securities and may not use them effectively. Our management has broad discretion in the
application of our existing cash, cash equivalents and marketable securities. Because of the number and variability of factors that
will determine our use of our existing cash, cash equivalents and marketable securities, their ultimate use may vary substantially
from their currently intended use. Our management might not apply our existing cash, cash equivalents and marketable
securities in ways that ultimately increase the value of our common stock. The failure by our management to apply these funds
effectively could harm our business. Pending their use, we may invest our cash, cash equivalents and marketable securities in
short- term, investment- grade, interest- bearing securities. These investments may not yield a favorable return to our
stockholders. If we do not invest or apply our cash, cash equivalents and marketable securities in ways that enhance stockholder
value, we may fail to achieve expected financial results, which could cause our stock price to decline. We can issue and have
issued shares of preferred stock, which may adversely affect the rights of holders of our common stock. Our amended
and restated certificate of incorporation, as amended, authorizes us to issue up to 10, 000, 000 shares of preferred stock
with designations, rights and preferences determined from time- to- time by our board of directors. Accordingly, our
board of directors is empowered, without stockholder approval, to issue preferred stock with dividend, liquidation,
conversion, voting or other rights superior to those of holders of our common stock. For example, an issuance of shares
of preferred stock could: * adversely affect the voting power of the holders of our common stock; * make it more difficult
for a third party to gain control of us; * discourage bids for our common stock at a premium; ¢ limit or eliminate any
payments that the holders of our common stock could expect to receive upon our liquidation; or * otherwise adversely
affect the market price or our common stock. We have in the past issued, and we may at any time in the future issue,
shares of preferred stock. In connection with the Bridge Purchase Agreement, we issued 160. 562 shares of Preferred
Stock to Bridge Medicines. Each share of Preferred Stock is convertible into 1, 000 shares of common stock at the
election of the holder of such Preferred Stock, subject to, and contingent upon, the approval by our stockholders to
approve, for purposes of the Nasdaq Stock Market Rules, the issuance of our common stock upon conversion of the
Preferred Stock (the “ Stockholder Approval ). Furthermore, on the third business day following our receipt of
Stockholder Approval, each outstanding share of Preferred Stock shall, subject to certain beneficial ownership
limitations, automatically convert into 1, 000 shares of common stock upon the conversion terms set forth in the
Certificate of Designation of Preferences, Rights and Limitations of Series A Non- Voting Convertible Preferred Stock
(the “ Certificate of Designation ). Except as required by law, the Preferred Stock has no voting rights, provided that
we shall not, without the affirmative vote or written consent of the holders of majority of then outstanding Preferred
Stock, among other things, alter or change adversely the power, preferences or rights given to the Preferred Stock,
amend the Certificate of Designation, issue additional shares of Preferred Stock, consummate certain transactions prior
to Stockholder Approval, amend or terminate the support agreements entered into by the Company’ s directors and
officers, or amend or fail to comply with certain provisions of the Bridge Purchase Agreement. If Bridge Medicines or
any other future holders of our shares of preferred stock convert their shares into common stock, existing holders of our
common stock will experience dilution. Anti- takeover provisions under our charter documents and Delaware law could delay
or prevent a change of control, which could limit the market price of our common stock and may prevent or frustrate attempts by
our stockholders to replace or remove our current management. Our amended and restated certificate of incorporation and-, as
amended , and amended and restated by- bylaws—- laws, as amended , contain provisions that could delay or prevent a change
of control of our company or changes in our board of directors that our stockholders might consider favorable. Some of these
provisions include: ¢ a board of directors divided into three classes serving staggered three- year terms, such that not all
members of the board will be elected at one time; * a prohibition on stockholder action through written consent, which requires
that all stockholder actions be taken at a meeting of our stockholders; ¢ a requirement that special meetings of stockholders be
called only by the board of directors acting pursuant to a resolution approved by the affirmative vote of a majority of the
directors then in office; * advance notice requirements for stockholder proposals and nominations for election to our board of
directors; ¢ a requirement that no member of our board of directors may be removed from office by our stockholders except for
cause and, in addition to any other vote required by law, upon the approval of not less than two- thirds of all outstanding shares
of our voting stock then entitled to vote in the election of directors; ¢ a requirement of approval of not less than two- thirds of all
outstanding shares of our voting stock to amend any by- bylaws--- laws by stockholder action or to amend specific provisions of
our certificate of incorporation , as amended ; and ¢ the authority of the board of directors to issue convertible preferred stock
on terms determined by the board of directors without stockholder approval and which convertible preferred stock may include
rights superior to the rights of the holders of common stock. In addition, because we are incorporated in Delaware, we are



governed by the provisions of Section 203 of the General Corporation Law of the State of Delaware ;e(* the DGCL *) , which
may prohibit certain business combinations with stockholders owning 15 % or more of our outstanding voting stock. These anti-
takeover provisions and other provisions in our amended and restated certificate of incorporation ane-, as amended , and
amended and restated by- bylaws-—-- laws, as amended, could make it more difficult for stockholders or potential acquirers to
obtain control of our board of directors or initiate actions that are opposed by the then- current board of directors and could also
delay or impede a merger, tender offer or proxy contest involving our company. These provisions could also discourage proxy
contests and make it more difficult for you and other stockholders to elect directors of your choosing or cause us to take other
corporate actions you desire. Any delay or prevention of a change of control transaction or changes in our board of directors
could cause the market price of our common stock to decline. If securities or industry analysts do not publish research or publish
inaccurate or unfavorable research about our business, our stock price and trading volume could decline. The trading market for
our common stock will depend in part on the research and reports that securities or industry analysts publish about us or our
business. Securities and industry analysts do not currently, and may never, publish research on our company. If no securities or
industry analysts commence coverage of our company, the trading price for our stock would likely be negatively impacted. In
the event securities or industry analysts initiate coverage, if one or more of the analysts who covers us downgrades our stock or
publishes inaccurate or unfavorable research about our business, our stock price may decline. If one or more of these analysts
ceases coverage of our company or fails to publish reports on us regularly, demand for our stock could decrease, which might
cause our stock price and trading volume to decline. Our amended and restated by- bylaws-—-- laws, as amended, will designate
certain courts as the exclusive forum for certain litigation that may be initiated by our stockholders, which could limit our
stockholders’ ability to litigate disputes with us in a different judicial forum. Pursuant to our amended and restated by- bylaws--
laws, as amended , unless we consent in writing to the selection of an alternative forum, the Court of Chancery of the State of
Delaware will be the sole and exclusive forum for any state law claims for: (i) any derivative action or proceeding brought on
our behalf; (i) any action asserting a claim of breach of a fiduciary duty or other wrongdoing by any of our directors, officers,
employees or agents to us or our stockholders; (iii) any action asserting a claim arising pursuant to any provision of the DGCL,
our amended and restated certificate of incorporation er-eut, as amended , or our amended and restated by- bytaws--- laws, as
amended ; (iv) any action to interpret, apply, enforce or determine the validity of our amended and restated certificate of
incorporation , as amended, or amended and restated by- bylaws-—- laws, as amended ; or (v) any action asserting a claim
governed by the internal affairs doctrine, in each case subject to the Court of Chancery having personal jurisdiction over the
indispensable parties named as defendants therein, or the Delaware forum provision. The Delaware forum provision will not
apply to any causes of action arising under the Securities Act or the Exchange Act. Unless we consent in writing to the selection
of an alternate forum, the United States District Court for the District of Delaware shall be the sole and exclusive forum for
resolving any complaint asserting a cause of action arising under the Securities Act, or the federal forum provision, as we are
incorporated in the State of Delaware. In addition, our amended and restated by- bytaws—- laws, as amended, provide that any
person or entity purchasing or otherwise acquiring any interest in shares of our capital stock is deemed to have notice of and
consented to the Delaware forum provision and the federal forum provision; provided, however, that stockholders cannot and
will not be deemed to have waived our compliance with the U. S. federal securities laws and the rules and regulations
thereunder. The Delaware forum provision and the federal forum provision may impose additional litigation costs on
stockholders in pursuing any such claims, particularly if the stockholders do not reside in or near the State of Delaware. In
addition, these forum selection clauses in our by- bylaws—- laws may limit our stockholders’ ability to bring a claim in a judicial
forum that they find favorable for disputes with us or our directors, officers or employees, which may discourage such lawsuits
against us and our directors, officers and employees even though an action, if successful, might benefit our stockholders. In
addition, while the Delaware Supreme Court ruled in March 2020 that federal forum selection provisions purporting to require
claims under the Securities Act be brought in federal court are “ facially valid ” under Delaware law, there is uncertainty as to
whether other courts will enforce our federal forum provision. The federal forum provision may also impose additional litigation
costs on stockholders who assert the provision is not enforceable or invalid, and if the federal forum provision is found to be
unenforceable, we may also incur additional costs associated with resolving such matters. The Court of Chancery of the State of
Delaware and the United States District Court for the District of Delaware may also reach different judgments or results than
would other courts, including courts where a stockholder considering an action may be located or would otherwise choose to
bring the action, and such judgments may be more or less favorable to us than our stockholders. Our issuance of additional
capital stock in connection with financings, acquisitions, investments, our stock incentive plans or otherwise will dilute all other
stockholders. We expect to issue additional capital stock in the future that will result in dilution to all other stockholders. We
expect to grant equity awards to employees, directors ;-and consultants under our stock incentive plans. We may also raise
capital through equity financings in the future. As part of our business strategy, we may acquire or make investments in
complementary companies, products ;-or technologies and issue equity securities to pay for any such acquisition or investment.
Any such issuances of additional capital stock may cause stockholders to experience significant dilution of their ownership
interests and the per share value of our common stock to decline.



