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v g ofrisk—Y ou should carefully consider the risks and-aneertainties
(luulbu below teget-heikw-rt-h—&l-l-e-ﬁ as well as th other information eeﬂ-ta-rned-m this Annudl Repml on Form 10- K, mdudnw
our audited consolidated financial statements and the-related notes appeating 5 g
and the section titled “ Management’ s Discussion and Analysis of Fmancml Condltlon and Results of Operatlons, ” and
in our other public filings swith-in evaluating our business. The occurrence of any of the Seeurities-events or developments
described below could harm our business, financial condition, results of operations and growth prospects. In such and-

an eventE—xeha-&ge—Gemfmss*eﬂ— the market prlce of befefe—deer&mg—te—nwest—m—mu common \10(,1\ could declme T—he—ﬂsks

Addltlonal llsl\\ and uncertainties not PILSLHII\ l\nm\ n to us —eeu-}d—eattse—or that we currently deem 1mmater1al also may
impair our business ;prespeets;-opetrating-operations results-and finanetal-eondition-to-suffermateriallydn-sueh-eventthe
tradtng-market price of our common stock . Risk Factor Summary We are early in our development efforts, with a limited
operating history, and we have no products approved for commercial sale, which may make it difficult for you to
evaluate our current business and likelihood of success and future viability. « We have incurred significant net losses and
we expect to continue to incur significant net losses for the foreseeable future. * We have never generated revenue from
product sales and we may never achieve or maintain profitability. « We are substantially dependent on ELVN- 001 and
ELVN- 002. If we are unable to advance ELVN- 001 or ELVN- 002 through clinical development, obtain regulatory
approval and ultimately commercialize such product candidates, or experience significant delays in doing so, our
business will be materially harmed. * The outcome of preclinical testing and early clinical trials may not be predictive of
the success of later clinical trials, and the results of our clinical trials may not satisfy the requirements of the FDA, EMA
or other comparable foreign regulatory authorities. « We have limited resources and are currently focusing our efforts
on ELVN- 001 and ELVN- 002 for development in particular indications and advancing our other research programs.
As a result, we may fail to capitalize on programs, product candidates or indications that may be more profitable or for
which there is a greater likelihood of success. * Our prospects depend in large part upon developing and
commercializing ELVN- 001 and ELVN- 002 and discovering, developing and commercializing product candidates from
our other research programs, and failure to successfully identify, develop and commercialize additional product
candidates could deeline;-impair our ability to grow. ¢ If clinical trials of our product candidates fail to demonstrate
safety and you-mightlese-efficacy to the satisfaction of regulatory authorities or do not otherwise produce positive results,
we would incur additional costs or experience delays in completing, or ultimately be unable to complete, the development
and commercialization of our product candidates. « The regulatory approval processes of the FDA, EMA and other
comparable foreign regulatory authorities are lengthy, time consuming and inherently unpredictable. If we are
ultimately unable to obtain regulatory approval of our product candidates, we will be unable to generate product
revenue and our business will be substantially harmed. * Our success depends on our ability to protect our intellectual
property and our proprietary technologies. « The market price of our common stock may be volatile and may drop. - We
will need substantial additional funding before we can complete the development of our product candidates. If we are
unable to obtain such additional capital on favorable terms, on a timely basis or at all , we would be forced to delay,
reduce or eliminate part-efyour— our investmentproduct development and clinical programs and may not have the capital
required to otherwise operate our business. * We have incurred and will continue to incur additional costs and increased
demands upon management as a result of complying with the laws and regulations affecting public companies . Risks
Related to the-Propesed-Merger-Our Limited Operating History, Financial Position and RetentionrofkeyEmployees—Tthe
Merger-Need for Additional Capital We are a clinical stage biopharmaceutical company with a limited operating history
upon which you can evaluate our business and prospects. Former Enliven may-commenced operations in June 2019, has
never completed a clinical trial, has net- no be-eensummated-products approved orfor maynetdetiverthe-antieipated
benefits-we-expeet-commercial sale and has never generated any revenue . Drug In-Aprit-2622,+we-announeed-that-we-were
dtseeﬂt-mtrrﬂg—t-he—du L]()Pll]tl]l is e-ﬁteﬂﬂeﬁtﬂﬂe—&ﬂd-&ndeﬁee-lhl hlghly stfategte—rew&eﬁkpfeeess—w%eh—was—rr&eﬁded-te—feﬁﬂt
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patndemite PONS —e-the-eos our mldluludl property
port 0110 . hlrmg personnel, raising capital, and +providing general and administrative support for the-these eosts
assoetated-operations. We are currently evaluating ELVN- 001 in a Phase 1 clinical trial in adults with CML, eperating-as
apublie-eompany-and maintaining-eompliantee-we are evaluating ELVN- 002 in a Phase 1 clinical trial in adults with
exchange listing-and-SECrequirements-solid tumors with HER?2 alterations . Ve mayseekfiled an IND and received FDA
clearance in the first quarter of 2024 for an additional finaneing-to-achieve-Phase 1 trial evaluating ELVN- 002 in
combination with trastuzumab with and without chemotherapy in MBC and CRC with overexpressed out—- or busiess
objeetives-amplified HER2 . Adeguate-addittonalfinaneing-may-We have nominated a development candidate for our third
program and have completed IND- enablmg studles for that product candidate. We have not mltlated be—&va-r}ab-}e—te—us




t ates-. We have not yet dunonslmud our dbllll\ lo complete
sueeess—fu-l-l-y—elevelep—dm pfeéuet—e&nd-telate-clmlcal trlals obtain regelatery-marketing approvals, manufacture a commercial -
scale product or arrange for a third =—party to do so on our behalf', develop a companion diagnostic , or conduct sales and
marketing activities necessary for successful product wmmuualudllon. Consequently-As a result , any-it may be more
difficult for investors to accurately predietions—--- predict abeut-our fature-likelihood of success er-and viability than it may
netbe-as-aeeurate-as-they-could be if we had a longer operating history . In addition, we may encounter unforeseen expenses,
difficulties, complications, delays and other known and unknown factors and risks frequently experienced by early-
stage biopharmaceutical companies in rapidly evolving fields. We also expect that, as we advance ot-our product
candidates, we will need to transition from a histery-company with a research and development focus to a company
capable of supporting commercial activities. We have not yet demonstrated an ability to successfully overcome such risks
and difficulties, or to make such a transition. If we do not adequately address these risks and difficulties or successfully
make such a transition, our business will suffer. We have incurred significant net losses, have not generated any revenue
to date and have financed our operations principally through private placements of our preferred stock. Our net loss
was $ 71. 6 million for the year ended December 31, 2023. As of December 31, 2023, we had an accumulated deficit of $
154. 4 million. We are still in the very early stages of developing-development of our product candidates and have not yet
completed any clinical trials. As a result, we expect that it will be many years, if ever, before we have commercialized a
product and can generate revenue from product sales. Even if we succeed in receiving marketing approval for and
commercializing 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 discover, develop and market additional potential products. We expect
our-finanetal-eondition-to continue to incur significant expenses and increasing operating resuits-to-losses for the foreseeable
future. The net losses we incur may fluctuate significantly from quarter to quarter such that a period - to- guarter-period
comparison of our results of operations may not be a good indication of our future performance. The size of our future
net losses will depend, in part, on the rate of future growth of our expenses and our ability to generate revenue. Our
prior losses and expected future losses have had and will continue to have and-- an year-adverse effect on our working
capital, our ability to fund the development of our product candidates and our ability to achieve and maintain
profitability and the performance of our stock. We have never generated revenue from product sales and may never
achieve or maintain profitability. We have never generated any revenue from commercial product sales. To become and
remain profitable, we must develop and eventually commercialize product candidates with significant market potential,
which will require us to be successful in a range of challenging activities. These activities can include completing
preclinical studies and clinical trials of our product candidates, obtaining marketing approval for these product
candidates, manufacturing, marketing and selling those products that are approved and satisfying any post - to—year-due
te—a—'v‘&ﬂety—e-ﬁfaefers—marketmg requlrements We do not antlclpate generatlng any revenue from product sales for many

()ul dl)llll\ to ttse—euﬁnet—epera-t-mg—lesses—generate revenue and achleve proﬁtablhty depends s1gmﬁcantly on or-our Ne-l:s
ability to achieve several objectives , including: * successful and timely completion of clinical development of ELVN- 001,
ELVN- 002, including development of any combination drug products, and any other product candidates, preclinical
and clmlcal development of other lL\LdlLll programs dll(l any other future programs, and / or development tax-eredit

dlagnostlc, if required for regulatory approval ctmtatty ses-and-antietpate-tha tHcontitte-to-Hett-stentedn
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sttes—; pe’eeﬁ&al—rnfeﬁu-pﬁeﬁs—estabhshmg and mamtammg commerclally viable supply and manufacturmg relatlonshlps
with third parties that can provide adequate products and services, in global-shipping-affeeting-the-transpert-of-both
amount and quality, to support our combination studies, clinical triat-materials;suehastnvestigational-drug-development
and meet the market demand for our product candldates if approved paﬁeﬂ{—s&mp-}es—&ﬂd-efher—s‘&pphes—used-&rehﬂtea%

triads o successful commerclal launch followmg he
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appfeved—b\ pdllLlll\ lln mcdltal community and third- pam payors; * effeeﬁvel—y—eempeﬁﬂg—v&th—satlsfylng any requlred
post- marketing approval commitments to applicable regulatory authorities; ¢ identifying, assessing and developing new
product candidates; ¢ obtaining, maintaining and expanding patent protection, trade secret protection and regulatory
exclusivity, both in ether—- the existing-theraptes-United States and internationally; ¢ defending against third- party
interference or infringement claims , if any; * entering into, on favorable terms, any collaboration, licensing or other
arrangements that may be necessary or desirable to develop, manufacture or commercialize our product candidates; ¢
obtaining and maintaining coverage yadeguate-prietng-and adequate reimbursement fremrby third- party payors rineluding
government-payors-for our product candidates ; - patients™willingness-te-pay-out—of—poeket-addressing any competing
therapies and technological and market developments; and ¢ attracting, hiring and retaining qualified personnel. We
may never be successful in achieving our objectives and, even if we do, we may never generate revenue that is significant
for-- or large enough to achieve profitability. If we do achieve profitability, we may not be able to sustain or increase
profitability on a quarterly or annual basis. Our failure to become and remain profitable would decrease the value of
our company and could impair our ability to maintain or further our research and development efforts, raise additional
necessary capital, grow our business and continue our operations. Any changes in the manufacturing process, suppliers,
or facilities will require further comparability analysis and approval by the FDA before implementation, which could
delay our clinical trials and product candidate development, and could require additional clinical trials, including
bridging studies, to demonstrate consistent and continued safety and efficacy. If we pursue alternative tablet
formulatlons or other changes to any of our pl oducl Ldl]dlddlc% -1-1‘1-, the FDA and t-he—other &bseﬂee—e-ﬁeevefagek&nd—#ef

any—luvulaum authorities may require addltlonal studles approve 3 of ot
brldglng studles, whlch may s1gn1ﬁcantly delay our clinical eﬂ-teemes—t-he—trlal tlmellnes and 1umlalo1\ fevrew—pfeeess;

e etalizationofanyg et-eandida he-ris ature-for any ploducl e&ﬁd-rdates— candldate we—ma—y—deve}ep— An
NDA or other relevant regulatory filing must include extensive nonclinical and clinical data and supporting information
to establish that the product candidate is safe and effective high—ttis-impessibleto-prediet-when-or-for if-any-each desired
indication. The NDA or other relevant regulatory filing must also include significant information regarding the
chemistry, manufacturing and controls for the product candidate. We cannot be certain that our current or future
product candidates we-may-devetop-will be successful prove-effeetive-orsafe-in hamans-clinical trials or wilt-receive
regulatory approval. If we do not receive regulatory approvals for current or future product candidates or companion
diagnostics, as applicable, we may not be able to continue our operations. Even if we successfully obtain regulatory
approval to market a product candidate, our revenue will depend, in part, upon the size of the markets in the territories
for which we receive regulatory approval and have commercial rights, the availability of competitive therapies and
whether there are sufficient levels of reimbursement and adoption by physicians. Risks Related to the Discovery,
Development and Commercialization of Our Product Candidates We are very early in our development efforts. In
addition, we are substantially dependent on ELVN- 001 and ELVN- 002. If we are unable to advance ELVN- 001 or
ELVN- 002 through clinical development, obtain regulatory approval and ultimately commercialize such product
candidates, or experience significant delays in doing so, our business will be materially harmed. We are very early in our
development efforts. We are currently evaluating ELVN- 001 in a Phase 1 clinical trial in adults with CML, and we are
evaluating ELVN- 002 in a Phase 1 clinical trial in adults with solid tumors with HER2 alterations. We filed an IND and
received FDA clearance in the first quarter of 2024 for an additional Phase 1 trial evaluating ELVN- 002 in combination
with trastuzumab with and without chemotherapy in MBC and CRC with overexpressed or amplified HER2. We have
nominated a development candidate for our third program and have completed IND- enabling studies for that product
candidate. We have not initiated clinical trials for any other product candidate and we may experience unexpected or
adverse results in the future. We will be required to demonstrate thorough, adequate and well- controlled clinical trials
that our product candidates are safe and effective, with a favorable benefit- risk profile, for use in their target
indications Before-before obtainitig-we can seek regulatory approvals for their commercial sale. Our initial clinical trials
will begin with relatively small cohorts before expanding in size in subsequent cohorts. If safety issues arise in an early
cohort, we may be delayed or prevented from subsequently expanding into larger trial cohorts. Our ability to generate
product revenue, which we do not expect will occur for many years, if ever, will depend heavily on the successful clinical



development and eventual commercialization of ELVN- 001 and ELVN- 002, including the development of any
combination drug products or companion diagnostics. We are not permitted to market or promote any product
candidate before it receives marketing approval from the FDA, EMA or any comparable foreign regulatory authorities fer
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preclinical study and clinical trial processes, and, because our product candidates are in early stage-stages of testitig

developments , swhieh-there is a high risk of failure and we may never succeed in developing marketable products. The
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ettteeme—e-ﬁAlthough product candldates may demonstrate promlsmg results in plLLllnlLdl ’fest-rﬂg—studles and early earher-
stage-clinical trials , they may not prove to be safe or effective in subsequent predietive-ofthesteeess-offater—stage—clinical
trials. Aﬁy—Favorable results from certain animal studies may not accurately predict the results of other animal studies or
of human trials, due to the inherent biologic differences in species, the differences between testing conditions in animal
studies and human trials, and the particular goals, purposes, and designs of the relevant studies and trials. There is
typically an extremely high rate of attrition from the failure of product candidates we-may-develop-proceeding through
preclinical studies and clinical trials. Product candidates in later stages of clinical trials may fail to show the desired safety
and efficacy profile irelinteal-development-despite pesitiveresults-irhaving progressed through preclinical studies and ot
havmg—sueeessfu%adv&need—thfeﬂgh—nmul Llll]ltdl umlx leeWISe-Fer—eX&mp-}e— early, smallerd&ta—frem—t-he—rn-tefnﬁ
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and analyses, and many companies that have believed their product candidates performed satisfactorily in preclinical studies and
clinical trials have nonetheless failed to obtain marketing approval of their drugs. A number of companies in the
biopharmaceutical industry have suffered significant setbacks in advanced clinical trials due to lack of efficacy,
insufficient durability of efficacy or unacceptable safety issues, notwithstanding promising results in earlier trials. Most
product candidates that commence preclinical studies and clinical trials are never approved as products. Farthermere-The
development of our product candidates and our stock price may also be impacted by inferences . whether correct or not,
that are drawn between the success or failure of preclinical studies or clinical trials of our competitors or other
companies in the biopharmaceutical industry, in addition to our own preclinical studies and clinical trials. In some
instances, there can be significant variability in safety and efficacy results between different clinical trials of the same
product candidate due to numerous factors, including changes in trial protocols, differences in size and type of the
patient populations, differences in and adherence to the dose and dosing regimen and other trial protocols and the rate of
dropout among clinical trial participants. Patients treated with our product candidates may also be undergoing surgical,
radiation and chemotherapy treatments and may be using other approved products or investigational new drugs, which
can cause side effects or adverse events that are unrelated to our product candidates. As a result, assessments of efficacy
can vary widely for a particular patient, and from patient to patient and site to site within a clinical trial. This
subjectivity can increase the uncertainty of, and adversely impact, our clinical trial outcomes. Any preclinical studies or
clinical trials that we conduct may not demonstrate the safety and efficacy necessary to obtain regulatory approval to
market our product candidates. If the results of our ongoing or future preclinical studies and clinical trials are
inconclusive with respect to the safety and efficacy of our product candidates, if we do not meet the clinical endpoints
with statistical and clinically meaningful significance, or if there are safety concerns associated with our product
candidates, we may be prevented or delayed in obtaining marketing approval for such product candidates. In some
instances, there can be significant variability in safety or efficacy results between different preclinical studies and clinical
trials of the same product candidate due to numerous factors, including changes in trial procedures set forth in
protocols, differences in the size and type of the patient populations, changes in and adherence to the clinical trial
protocols and the rate of dropout among clinical trial participants. We do not know whether any preclinical studies or
clinical trials we may conduct will demonstrate consistent or adequate efficacy and safety sufficient to obtain approval to
market any of our product candidates. We are currently focusing our resources and efforts on ELVN- 001, ELVN- 002
and advancing our other research programs. Because we have limited financial and managerial resources, we must
focus on a limited number of research programs and product candidates and on specific indications. As a result, we may
forgo or delay pursuit of opportunities for other indications or with other product candidates that may have greater
commercial potential. Our resource allocation decisions may cause us to fail to capitalize on viable commercial products
or profitable market opportunities. Our spending on current and future research and development activities for ELVN-
001, ELVN- 002 and our other research programs, including the development of any combination drug products or
companion diagnostics, may not yield any commercially viable products. If we do not accurately evaluate the
commercial potential or target markets for ELVN- 001, ELVN- 002 and our other research programs, or the product
candidates we are currently developing in these programs, we may relinquish valuable rights to our product candidates
or programs through collaborations, licensing or other strategic arrangements in cases in which it would have been
more advantageous for us to retain sole development and commercialization rights to such product candidate or
program. Our future operating results are dependent on our ability to successfully discover, develop, obtain regulatory
approval for and commercialize product candidates including ELVN- 001, ELVN- 002 and product candidates from our



research programs, including the development of any combination drug products or companion diagnostics. A product
candidate can unexpectedly fail at any stage of development. The historical failure rate for product candidates is high
due to risks relating to safety, efficacy, clinical execution, changing standards of medical care and other unpredictable
variables. The results from preclinical testing or early clinical trials of a product candidate may not be predictive of the
results that will be obtained in later stage clinical trials of the product candidate. The success of ELVN- 001, ELVN- 002
and other product candidates we may develop will depend on many factors, including the following: * successful and
timely completion of preclinical studies, including generating sufficient data to support the initiation or continuation of
preclinical studies and clinical trials, including data that demonstrates improved efficacy, safety, and patient
convenience compared to our competitors’ products; ¢ successful development of combination drug products; ©
successful development of a companion diagnostic, if required for regulatory approval of any product; * obtaining IRB
approval at each clinical trial site; « approval of INDs for our planned clinical trials and future clinical trials; ¢ the timely
manufacture of sufficient quantities of a product candidate for use in clinical trials; * successful initiation and completion
of clinical trials; ¢ successful and timely patient selection and enrollment in and completion of clinical trials; ¢
maintaining and establishing relationships with CROs and clinical sites for the clinical development of our product
candidates both in the United States and internationally;  the frequency and severity of adverse events in clinical trials;
* demonstrating efficacy, safety and tolerability profiles that are satisfactory to the FDA, EMA or any comparable
foreign regulatory authority for marketing approval; * the timely receipt of marketing approvals from applicable
regulatory authorities; ¢ the extent of any required post- marketing approval commitments to applicable regulatory
authorities; * the maintenance of existing or the establishment of new supply arrangements with third- party drug
product suppliers and manufacturers for clinical development, combination studies, and, if approved, commercialization
of our product candidates; * obtaining and maintaining patent protection, trade secret protection and regulatory
exclusivity, both in the United States and internationally; ¢ the protection of our rights in our intellectual property
portfolio; * the successful launch of commercial sales following any marketing approval; * a continued acceptable safety
profile following any marketing approval;  commercial acceptance by patients, the medical community and third- party
payors; and * our ability to compete with other therapies. We do not have complete control over many of these factors,
including certain aspects of preclinical and clinical development and the regulatory submission process, potential threats
to our intellectual property rights and the manufacturing, marketing, distribution and sales efforts of any future
collaborator. If we are not successful with respect to one or more of these factors in a timely manner or at all, we could
experience significant delays or an inability to successfully commercialize any product candidates from our lead
programs, which would materially harm our business. If we do not receive marketing approvals for such product
candidates, we may not be able to continue our operations. Although a substantial amount of our efforts will focus on the
continued preclinical and clinical testing and potential approval of our product candidates in our current pipeline, we
expect to continue to innovate and potentially expand our portfolio. Research programs to identify product candidates
may require substantial additional technical, financial and human resources, whether or not any new potential product
candidates are ultimately identified. Our success may depend in part upon our ability to identify, select and develop
promising product candidates and therapeutics. We may expend resources and ultimately fail to discover and generate
additional product candidates suitable for further development. Even if we successfully advance any product candidates
into preclinical and clinical development, their success will be subject to all of the preclinical, clinical, regulatory and
commercial risks described elsewhere in this section. All product candidates are prone to risks of failure typical of
biotechnology product development, including the possibility that a product candidate may not be suitable for clinical
development as a result of its harmful side effects, limited efficacy or other characteristics indicating that it is unlikely to
receive approval by the FDA, the EMA and other comparable foreign regulatory authorities and achieve market
acceptance. If we do not successfully develop and commercialize ELVN- 001 or ELVN- 002, or successfully identify,
develop and commercialize new product candidates, our business, prospects, financial condition and results of
operations could be adversely affected. Before obtaining marketing approval from regulatory authorities for the sale of
our product candidates, we must conduct preclinical studies in animals and extensive clinical trials in humans to
demonstrate the safety and efficacy of the product candidates. Clinical testing is expensive and difficult to design and
implement, can take many years to complete and has uncertain outcomes. The outcome of preclinical studies and early
clinical trials may not predict the success of later clinical trials, and interim results of a clinical trial do not necessarily
predict final results. A number of companies in the pharmaceutical and biotechnology industries have suffered
significant setbacks in advanced clinical trials due to lack of efficacy or unacceptable safety profiles, notwithstanding
promising results in earlier trials. We do not know whether the clinical trials we may conduct will demonstrate adequate
efficacy and safety to result in regulatory approval to market any of our product candidates in any jurisdiction. Our
product candidates may fail to demonstrate efficacy in humans, and particularly across tumor types. A product
candidate may fail for safety or efficacy reasons at any stage of the testing process. A major risk we face is the possibility
that none of our product candidates under development will successfully gain market approval from the FDA, EMA or
other comparable foreign regulatory authorities, resulting in us being unable to derive any commercial revenue from
them after investing significant amounts of capital in their development. If the results of our ongoing or future
preclinical studies and future clinical trials are inconclusive with respect to the safety and efficacy of our product
candidates, if we do not meet the clinical endpoints with statistical and clinically meaningful significance, or if there are
safety concerns associated with our product candidates, we may be prevented or delayed in obtaining marketing
approval for such product candidates. In some instances, there can be significant variability in safety and efficacy results
between different clinical trials of the same product candidate due to numerous factors, including changes in trial



protocols, differences in size and type of patient populations, differences in and adherence to the dose and dosing
regimen and other trial protocols and the rate of dropout among clinical trial participants. As is typically the case with
oncology drugs, there have been adverse events associated with the use of our product candidates and there could be
adverse events caused by our product candidates in the future. Results of our future trials could reveal a high and
unacceptable severity and prevalence of side effects, toxicities or adverse events when used alone or in combination with
other approved products or investigational new drugs that may result in a safety profile that could prevent regulatory
approval, prevent market acceptance, limit their commercial potential or result in significant negative consequences. For
example, our trials could be suspended or terminated and the FDA, EMA or comparable foreign regulatory authorities
or an IRB could order us to suspend clinical trials, cease further development of or deny approval of our product
candidates for any or all targeted indications. This could require us to interrupt, delay or abandon their development or
limit development to more narrow uses or subpopulations in which the undesirable side effects or other characteristics
are less prevalent, less severe or more acceptable from a risk- benefit perspective. Treatment- related side effects have
resulted, and could result in additional patients dropping out of our trials, and could affect patient recruitment and the
ability of enrolled subjects to complete the trial or result in potential product liability claims. Any of these occurrences
may prevent us from achieving or maintaining market acceptance of the affected product candidate and may harm our
business, financial condition and prospects significantly. In addition, our product candidates may be used in populations
for which safety concerns may be particularly scrutinized by regulatory agencies. In addition, our product candidates
may be studied in combination with other therapies, which may exacerbate adverse events associated with the therapy.
Patients treated with our product candidates may also be undergoing surgical, radiation and chemotherapy treatments,
which can cause side effects or adverse events that are unrelated to our product candidate but may still impact the
success of our clinical trials. The inclusion of critically ill patients in our clinical trials may result in deaths or other
adverse medical events due to other therapies or medications that such patients may be using or due to the gravity of
such patients’ illnesses. For example, it is expected that some of the patients to be enrolled in our future clinical trials
will die or experience major clinical events either during the course of our clinical trials or after participating in such
trials for non- treatment related reasons. Further, our product candidates could cause undesirable side effects in clinical
trials related to on- target toxicity. If on- target toxicity is observed, or if our product candidates have characteristics
that are unexpected, we may need to abandon our development or limit development to more narrow indications or
subpopulations in which the undesirable side effects or other characteristics are less prevalent, less severe or more
acceptable from a risk- benefit perspective. Many compounds that initially showed promise in early- stage testing for
treating cancer have later been found to cause side effects that prevented further development of the compound. Even if
the side effects do not preclude the product candidate from obtaining or maintaining marketing approval, undesirable
side effects may inhibit market acceptance due to the tolerability of our products versus other therapies. Any of these
developments could materially harm our business, financial condition and prospects. Further, if any of our product
candidates obtains marketing approval, toxicities associated with such product candidates previously not seen during
clinical testing may also develop after such approval and lead to a requirement to conduct additional clinical safety trials,
additional contraindications, warnings and precautions being added to the drug label including “ black box ” warnings,
significant restrictions on the use of the product or the withdrawal of the product from the market. We cannot predict
whether our product candidates will cause toxicities in humans that would preclude or lead to the revocation of
regulatory approval based on preclinical studies or early- stage clinical trials. Our product candidates are and will
continue to be subject to extensive governmental regulations relating to, among other things, research, testing,
development, manufacturing, safety, efficacy, approval, recordkeeping, reporting, labeling, storage, packaging,
advertising and promotion, pricing, marketing and distribution of drugs. Rigorous preclinical testing and clinical trials
and an extensive regulatory approval process must be successfully completed in the United States and in many foreign
jurisdictions before a new drug can be approved for marketing. Obtaining approval by the FDA, EMA and other
comparable foreign regulatory authorities is unpredictable, typically takes many years following the commencement of
clinical trials and depends upon numerous factors, including the type, complexity and novelty of the product candidates
involved. In addition, approval policies, regulations or the type and amount of clinical data necessary to gain approval
may change during the course of a product candidate’ s clinical development and may vary among jurisdictions, which
may cause delays in the approval or the decision not to approve an application. For example, the FDA’ s Oncology
Center of Excellence initiated Project Optimus to reform the dose optimization and dose selection paradigm in oncology
drug development and Project FrontRunner to help develop and implement strategies to support approvals in early
clinical settings, among other goals. How the FDA plans to implement these goals and their impact on specific clinical
programs and the industry are unclear. Regulatory authorities have substantial discretion in the approval process and
may refuse to accept any application or may decide that our data are insufficient for approval and require additional
preclinical, clinical or other data. Even if we eventually complete clinical testing and receive approval for our product
candidates, the FDA, EMA and other comparable foreign regulatory authorities may approve our product candidates
for a more limited indication or a narrower patient population than we originally requested or may impose other
prescribing limitations or warnings that limit the product candidate’ s commercial potential. We have not submitted for,
or obtained, regulatory approval for , to-demonstrate-safety-and effieaey-in-it is possible that none of
our product candidates will ever obtain regulatory approval. Further, development of our product candidates and / or
regulatory approval may be delayed for reasons beyond our control. Applications for our product candidates could fail
to receive regulatory approval for any-many reasons, including the following: « the FDA, EMA or other comparable
foreign regulatory authorities may disagree with the design, implementation or results of our clinical trials; * the FDA,



EMA or other comparable foreign regulatory authorities may determine that our product candidates are not safe and
effective, are only moderately effective or have undesirable or unintended side effects, toxicities or other characteristics
that preclude our obtaining marketing approval or prevent or limit commercial use; * the population studied in the
eould-negatively-impaet-may not be sufficiently broad or representative to assure efficacy and safety in
pereeption-of-any-full population for which we seek approval; ¢ the FDA, EMA or comparable foreign regulatory
authorities may disagree with our interpretation of data from preclinical studies or clinical trials; * we may be unable to
demonstrate to the FDA, EMA or other comparable foreign regulatory authorities that a product candidate’ s risk-
benefit ratio for our proposed indication is acceptable; * the FDA, EMA or other comparable foreign regulatory
authorities may fail to approve the manufacturing processes, test procedures and specifications or facilities of third-
party manufacturers with which we contract for clinical and commercial supplies; * the FDA, EMA or other comparable
regulatory authorities may fail to approve companion diagnostic tests required for our ; and © then-
the approval policies under-development-and+or eause-regulations of , EMA or other comparable foreign
regulatory authorities may significantly change in a manner rendering or-our clinical data insufficient for approval. This
lengthy approval process, as well as the unpredictability of the results of clinical trials, may result in us failing to obtain
regulatory approval to market any of our product candidates, which would significantly harm our business, results of
operations and prospects. We are also subject to 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 generally includes all of the risks
associated with FDA approval described above as well as risks attributable to the satisfaction of local regulations in
foreign jurisdictions. Moreover, the time required to obtain approval may differ from that required to obtain FDA
approval. In addition, the FDA and torequire-may change their policies, issue
regulations or revise testing—- existing before-approving-regulations, or take other actions, which may prevent or delay
approval of our future products under development on a timely basis. Such policy or regulatory changes could impose
additional requirements upon us that could delay our ability to obtain approvals, increase the costs of compliance or
restrict our ability to maintain marketing authorizations we may have obtained. Additionally, if the Supreme Court
reverses or curtails the Chevron doctrine, which gives deference to regulatory agencies in litigation against the FDA and
sueh-agencies, more companies may bring lawsuits against the FDA to challenge longstanding decisions and policies
of the FDA, which could undermine the FDA’ s authority, lead to uncertainties in the industry, and disrupt the FDA’ s
normal operations, which could delay the FDA’ s review of our marketing applications. If we are required by the FDA or
comparable regulatory authorities to obtain approval of a companion diagnostic test in connection with approval of any
of our or a group of therapeutic products, and we do not obtain or we face delays in obtaining
approval of a diagnostic test, we will not be able to commercialize the product candidate and our ability to generate
revenue will be materially impaired. We are a precision oncology company deetde-are required by the FDA or
comparable regulatory authorities to ptrste-obtain approval of a companion diagnostic test in connection with approval
of of our product candidates, such companion diagnostic test would be used during our more advanced phase clinical
trials as well as in connection with the commercialization of our product candidates. To be successful in developing and
commercializing product candidates in combination with these companion diagnostics, we or our collaborators will need
to address a number of scientific, technical, regulatory and logistical challenges. According to FDA guidance, if the FDA
determines that a companion diagnostic device is essential to the safe and effective use of a novel therapeutic product or
indication, the FDA generally will not approve the therapeutic product or new therapeutic product indication if the
companion diagnostic is not also approved or cleared at the same time the product candidate is approved. The approval
of a companion diagnostic as part of the therapeutic product’ s labeling limits the use of the therapeutic product to only
those patients who express certain biomarkers or the specific genomic alteration that the companion diagnostic was
developed to detect. The FDA or a comparable regulatory authority may require approval of a companion diagnostic for
any of our product candidates, whether before or concurrently with approval of the product candidate. We and / or
collaborators may encounter difficulties in developing and obtaining approval for these companion diagnostics.
Any delay or failure by us or third- party collaborators to develop or obtain regulatory approval of a companion
diagnostic could delay or prevent approval or continued marketing of our related candidates. Further, in April
2020, the FDA issued new guidance on developing and labeling companion diagnostics for a specific group of oncology
therapeutic products, including recommendations to support a broader labeling claim rather than individual therapeutic
products. In June 2023, the FDA announced a new voluntary pilot program through which drug manufactures can
provide to the FDA the diagnostic test performance information used to enroll patients into clinical trials for drug
approval. Based on assessment of the performance information, the FDA will publish the minimum performance
characteristics recommended for similar tests that may be used to select patients for treatment with the approved drug to
help laboratories identify specific biomarkers for their of laboratory- developed tests ("' LDTs") and to
ensure more consistent performance of these tests for drug selection and improved cancer patient care. In September
2023, the FDA issued a proposed rule that, if finalized, will amend the FDA’ s regulations to make explicit that in vitro
diagnostics (“ IVDs ) are devices under the Federal Food, Drug, and Cosmetic Act, including when the manufacturer of
the IVD is a laboratory, and will phase out its enforcement discretion for LDTs. These future issuances from the FDA
and other regulatory developments in this area may impact our companion diagnostic development and strategy in
connection with our product candidates and result in delays in regulatory approval. We may be required to conduct
additional clinical trials to support a broader claim. Additionally, we may rely on third parties for the design,
development and manufacture of companion diagnostic tests for our product candidates that may require such tests. If



we enter into such collaborative agreements, we will be dependent on the sustained cooperation and efferts— effort of our
future collaborators in developing and obtaining approval for these companion diagnostics. It may be necessary to
resolve issues such as selectivity / specificity, analytical validation, reproducibility, or clinical validation of companion
diagnostics during the development and regulatory approval processes. Moreover, even if data from preclinical studies
and early clinical trials appear to support development of a companion diagnostic for a product candidate, data
generated in later clinical trials may fail to support the analytical and clinical validation of the companion diagnostic. We
and our future collaborators may encounter difficulties in developing, obtaining regulatory approval for, manufacturing
and commercializing companion diagnostics similar to those we face with respect to our product candidates themselves,
including issues with achieving regulatory clearance or approval, production of sufficient quantities at commercial scale
and with appropriate quality standards, and in gaining market acceptance. If we are unable to successfully develop
companion diagnostics for our product candidates, or experience delays in doing so, the development of or-our diffienlties
irproduct candidates may be adversely affected, our product candidates may not obtain marketing approval, and we
may not realize the enrelimentfull commercial potential of patients-any of our product candidates that obtain marketing
approval. As a result, our business, results of operations and financial condition could be materially harmed. In addition,
a diagnostic company with whom we contract may decide to discontinue selling or manufacturing the companion
diagnostic test that we anticipate using in connection with development and commercialization of product candidates or
our relationship with such diagnostic company may otherwise terminate. In addition, such diagnostic company may not
agree to commercialize the companion diagnostic test in all the countries in which we may sell our product candidates.
We may not be able to enter into arrangements with another diagnostic company to obtain supplies of an alternative
diagnostic test for use in connection with the development and commercialization of our product candidates or do so on
commercially reasonable terms, which could adversely affect and / or delay the development or commercialization of our
product candldates We have llmlted experlence asa company in designing and conducting clinical trials ;eurreeeiptof
ottd-be-d c-o vented-. Adthotigh-we-The design and implementation of clinical trials
is a complex process We have limited experlence as a company in designing and conducting clinical trials. We are
currently evaluating ELVN- 001 in a Phase 1 clinical trial in adults with CML, and we are evaluating ELVN- 002 in a
Phase 1 clinical trial in adults with solid tumors with HER?2 alterations. We filed an IND and received FDA clearance in
the first quarter of 2024 for an additional Phase 1 trial evaluating ELVN- 002 in combination with trastuzumab with and
without chemotherapy in MBC and CRC with overexpressed or amplified HER2. We have nominated a development
candidate for our thlrd program and have completed IND- enabhng studles for that product candidate. However, we
have not initiated y-deveto d fre ve-deetdeto d 0
féeﬂﬁfy%ﬁg—&ﬂd-qwrﬁfyrﬂg—p&&eﬁtﬁe-p&fﬁerpafe—m—dnnml uml\ for any other pmduue&nd-rda-tes- candldate and we may
experience unexpected develop-will-be-eritieal-to-otir— or sueeess-adverse results in the future . In part because Sueeessfut
and-timely-eomptetionof this lack of experience as a company and our limited infrastructure, we cannot be certain that
our ongoing and planned preclinical studies and clinical trials will be completed on time, that we will successfully or cost-
effectively design and implement clinical trials that achieve the desired clinical endpoints efficiently, or at all. Large-
scale clinical trials would require significant additional financial and management resources and reliance on CROs and
consultants. Relying on third- party clinical investigators, CROs and consultants may force us to encounter delays that
we-entolt-a-are outside of our control. We may be unable to identify and contract with sufficient investigators, CROs and
consultants on a timely basis or at all. There can be no assurance that we will be able to negotiate and enter into any
necessary services agreement with CROs on terms that are acceptable to it on a timely basis or at all. Any delays in the
commencement or completion, or termination or suspension of our planned or future clinical trials could result in
increased costs, delay or limit our ability to generate revenue and adversely affect our commercial prospects. We may
not be able to file INDs to commence clinical trials on the timelines we expect, and even if we are able to, the FDA, EMA
or other comparable foreign regulatory authorities may not permit us to proceed. Before we can initiate clinical trials of
a product candidate in any indication, we must submit the results of preclinical studies to the FDA, EMA or other
comparable foreign regulatory authorities along with other information, including information about the product
candidate’ s chemistry, manufacturing and controls and our proposed clinical trial protocol, as part of an IND or similar
regulatory submission under which we must receive authorization to proceed with clinical development. Although we
have received clearance of the IND for ELVN- 001 and ELVN- 002, the FDA, EMA or other comparable foreign
regulatory authorities may require us to conduct additional studies before they allow us to initiate additional clinical
trials or at any time during clinical testing, clinical trial authorization or comparable application, which may lead to
additional delays and increase the costs of our preclinical development programs. Before obtaining marketing approval
from the FDA of ELVN- 001, ELVN- 002 or any other programs, we must conduct extensive clinical trials to
demonstrate safety and efficacy. Clinical testing is expensive, time consuming and uncertain as to outcome. In addition,
we expect to rely in part on preclinical, clinical and quality data generated by our CROs and other third parties for
regulatory submissions for our product candidates. While we have or will have agreements governing these third
parties’ services, we have limited influence over their actual performance. We could encounter delays because we may
need to relocate our corporate headquarters, which includes office and laboratory space. If these third parties do not
make data available to us, or, if applicable, make regulatory submissions in a timely manner, in each case pursuant to
our agreements with them, our development programs may be significantly delayed and we may need to conduct
additional studies or collect additional data independently. In either case, our development costs would increase. We may
not be able to file INDs for future product candidates on the timelines we expect. For example, we may experience
manufacturing delays or other delays with IND enabling studies. Moreover, we cannot be sure that submission of an




IND, such as the IND that was filed in the fourth quarter of 2023 for the evaluation of ELVN- 002 in combination with
trastuzumab, will result in the FDA allowing clinical trials to begin, or that, once begun, issues will not arise that
suspend or terminate clinical trials. Additionally, even if the FDA agrees with the design and implementation of the
clinical trials set forth in an IND, we cannot guarantee that it will not change its requirements in the future. These
considerations also apply to new clinical trials we may submit as amendments to existing INDs or to a new IND. Any
failure to file INDs on the timelines we expect or to obtain regulatory approvals for our planned clinical trials may
prevent us from initiating or completing our clinical trials or commercializing our product candidates on a timely basis,
if at all. We could also encounter delays if a clinical trial is suspended or terminated by us, by the IRBs or independent
ethics committees of the institutions in which such trials are being conducted, by a Data Safety Monitoring Board for
such trial or by the FDA or foreign regulatory authorities. Such authorities may impose such a suspension or
termination due to a factors, including failure to conduct the clinical trial in accordance with regulatory
requirements or our clinical protocols, inspection of the clinical trial operations or trial site by the FDA or foreign
regulatory authorities resulting in the imposition of a clinical hold, unforeseen safety issues or adverse events, failure to
demonstrate a benefit from using a pharmaceutical, changes in governmental regulations or administrative actions or
lack of adequate funding to continue the clinical trial. In addition, changes in regulatory requirements and policies may
occur, and we may need to amend clinical trial protocols to comply with these changes. For example, the Clinical Trials
Regulation EU No 536 /2014 entered into application on January 31, 2022, which aims to harmonize and streamline
clinical trial authorization, simplify adverse event reporting procedures, and increase clinical trial transparency.
Changes to regulatory requirements or the implementation of new requirements can increase the costs of compliance and
expose us to great liabilities. Amendments may require us to resubmit our clinical trial protocols to IRBs or ethics
committees for reexamination, which may impact the costs, timing or successful completion of a clinical trial. From time
to time, certain of our current or future scientific advisors or consultants who receive compensation from us may become
investigators for our future clinical trials. Under certain circumstances, we may be required to report some of these
relationships to the FDA. Although we expect any such relationships to be within the FDA’ s guidelines, the FDA may
conclude that a financial relationship between us and a principal investigator has created a conflict of interest or
otherwise affected interpretation of the study. The FDA may therefore question the integrity of the data generated at the
applicable clinical trial site and the utility of the clinical trial itself may be jeopardized. This could result in a delay in
approval, or rejection, of our marketing applications by the FDA and may ultimately lead to the denial of marketing
approval of our product candidates. If we experience delays in the completion of, or termination of, any clinical trial of
any product candidate, the commercial prospects of such product candidate will be harmed, and our ability to generate
product revenues will be delayed. Moreover, any delays in completing our clinical trials will increase our costs, slow
down our development and approval process and jeopardize our ability to commence product sales and generate
revenues which may harm our business, financial condition, results of operations and prospects significantly. Interim,
topline and preliminary data from our preclinical studies and clinical trials that we announce or publish from time to
time may change as more data become available and are subject to audit and verification procedures that could result in
material changes in the final data. From time to time, we may publicly disclose preliminary, interim or topline data from
our preclinical studies and clinical trials. These interim updates are based on a preliminary analysis of then- available
data, and the results and related findings and conclusions are subject to change following a more comprehensive review
of the data related to the particular study or trial. For example, we may report responses in certain yvho-that are
unconfirmed at the time and which do not ultimately result in confirmed responses to treatment after follow- up
evaluations. We also make assumptions, estimations, calculations and conclusions as part of our analyses of data, and we
may not have received or had the opportunity to fully and carefully evaluate all data. As a result, the topline results that
we report may differ from future results of the same studies or trials, or different conclusions or considerations may
qualify such results, once additional data have been received and fully evaluated. Topline data also subject to
audit and verification procedures that may result final data being materially different from the preliminary data
we previously published. As a result, topline data should be viewed with caution until the final data are available. In
addition, we may report interim analyses of only certain endpoints rather than all endpoints. Interim data from clinical
trials that we may complete are subject to the risk that one or more of the clinical outcomes may materially change as
patient enrollment continues and more patient data become available. Adverse changes between interim data and final
data could significantly harm our business and prospects. Further, additional disclosure of interim data by us or by our
competitors in the future could result in volatility in the price of our common stock. In addition, the information we
choose to publicly disclose regarding a particular study or untitits— is typically selected from a more extensive
amount of available information. Investors may not agree with what we determine is the material or otherwise
appropriate information to include in our disclosure, and any information we determine not to disclose may ultimately
be deemed significant with respect to future decisions, eenelustorr-conclusions , views, activities or otherwise regarding a
particular product candidate or our business. If the preliminary or topline data that we report differ from late, final or
actual results, or if others, including regulatory authorities, disagree with the conclusions reached, our ability to obtain
approval for, and commercialize, any of our product candidates may be harmed, which could harm our business,
financial condition, results of operations and prospects. If we experience delays or difficulties in the enrollment or
maintenance of participants that meet the protocol criteria in clinical trials, our regulatory submissions or receipt of
necessary marketing approvals could be delayed or prevented
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P ve-S ets-atrd-th b practiees-ofp ans;-among oth etors—. Pamm unolhmm isa s1gn1ﬁcant
factor in the timing of clinical tr1als Our ablllty to enroll ellglble patlents may be llmlted and we have experienced
minor delays in enrollment. Because there are effective, approved drugs and / or ongoing clinical trials being conducted
for CML and for solid tumors with HER?2 alterations, it may make it difficult for us to enroll patients in our trials for the
same indications. For example, CML patient enrollment could have been and will likely be affected by a-variety-the recent
approval of asciminib as well as our competitors that have ongoing clinical trials for programs that are under
development for the same indications as our product candidates because patients who would otherwise be eligible for our
clinical trials instead enroll in clinical trials of our competitors’ programs. Similarly, patient enrollment for our clinical
trials directed to solid tumors with HER2 alterations may be impacted by competing therapeutics approved for NSCLC,
MBC or CRC or for tumors with the same genetic mutation as the indications we may pursue for our product
candidates, as well as clinical trials of other investigational products that may compete with our trials. Additionally, the
CML patient population is relatively small and certain clinical trials for future product candidates may be focused on
indications with relatively small patient populations, which may further limit enrollment of eligible patients or may
result in slower enrollment than we anticipate. In our ELVN- 001 and ELVN- 002 programs, we utilize genomic
profiling of patients’ tumors to identify suitable patients for recruitment into our clinical trials. We cannot be certain (1)
how many patients will have the requisite alterations for inclusion in our clinical trials, (2) that the number of patients
enrolled in each program will suffice for regulatory approval or (3) whether each specific BCR- ABL or HER2 mutation
will be included in the approved drug label. If our strategies for patient identification and enrollment prove
unsuccessful, we may have difficulty enrolling or maintaining patients appropriate for our product candidates. Patient
enrollment for our current or any future clinical trials has been and may continue to be affected by other factors,
including: - size the-prevatenee-and nature of the patient population; ¢ severity of the disease under investigation;
availability and efficacy of approved drugs for the disease under investigation; ¢ patient cligibility criteria for the trial in
question as defined in the protocol, including biomarker- driven identification and / or certain highly specific criteria
related to stage of disease progression, which may limit the patient populations eligible for our clinical trials to a greater
extent than competing clinical trials for the same indication that do not have biomarker- driven patient eligibility
criteria ; * the-perceived risks and benefits of the product candidate under triat-study ; * clinicians’ and patients’ perceptions
as to the potential advantages of the product candidate being studied in relation to the-other requirements-ef-available
therapies, including any new products that may be approved or the-other trial-protoeels-product candidates being
investigated for the indications we are investigating : - clinicians’ willingness to screen the-their patients availability-of
existing-commeretally—available-treatments-for the—rndteat—teﬁs—blomarkers to 1nd1cate whlch patlents may be ellglble 01
enrollment in our wh-teh—we—&re—eene}uet—mg—e mlml trials; « the-ab :

enroHmenttehintea he pallull lLlLlldl practices of

ph\ sicians; ® 1he dbllll\ to monll01 pallenls d(qulelLl\ dLllll]Q and after treatment; ° t-he—treatment of patients at local facilities
rather than central facilities;  proximity and availability of clinical trial sites for prospective patients; and ° the eonduet-ef
risk that patients enrolled in clinical trials by—wﬂl drop out of the trlals before eompetitors— completion for-- or, because

produet-eandidates-that-treat-the-they se A ates-we-may be late elevelep—‘—t-he—&brl-x-ty—te
feleﬁﬁfy—speerﬁe—paﬁeﬂt—pept&aﬁeﬂs—fefbiefﬁ&rkeﬁ stage cancer defined-tris :
eompensation-for,prospeetive-patients , will not survive the full terms of the cllnlcal trlals Our 1nab1lm to -leea-te—&ﬂd—unoll
a sufficient number of patients for our clinical trials would result in slumlleanl delays —eethld-or may quLlllL us to dban(lon one
or more clinical trials altogether and-e elay-orpreven eeip vals
our clinical trials may result in increased dev elo)menl costs for amy-our product eandlddus and ]eopardlze our ablllty to
obtain marketing approval for the sale of our product candidates. Furthermore, even if we are able to enroll a sufficient
number of patients for our clinical trials, we may have difficulty maintaining participation in our clinical trials through
the treatment and any follow- up periods. We face substantial competition which may result in others discovering,
developing or commercializing products before or more successfully than we do. The pharmaceutical and biotechnology
industries are characterized by rapidly advancing technologies, intense competition and a strong emphasis on
proprietary products. In particular, precision oncology is a very competitive space and we have chosen to prioritize
addressing well- validated biological targets, and therefore we expect to face competition from existing products and
products in development for each of our product candidates. While we believe that our technology, the expertise of our
team, and our development experience and scientific knowledge provide us with competitive advantages, we face
increasing competition from may-many different sources, including pharmaceutical and biotechnology companies,
academic institutions, governmental agencies and public and private research institutions. Product candidates that we
successfully develop establlsh collaboratlve arrangements for research in-obtaining-approvat-fromthe FDA-, development

v SHreg! 7 RE elevelep-rng—manufacturlng and eemmeretalizitg-
commerclallzatlon pfeéuet—eaﬁd-td&tes—m—etﬂhﬁeld—befere—we—ele— ()Lll commercial petentiabopportunity could be reduced or

eliminated if our competitors develop and commercialize products that are safer e, more effective,have fewer or less severe
side effects, and-are more convenient or are less expensive than any products that we may develop.Our competitors also may
obtain FDA or other regulatory approval for their products more rapidly than we ean-may obtain approval for ours ,which
could result in our competitors establishing a strong market position before we are able to enter the market .In addition,our

ability to compete may be affected in many cases by insurers or eeutd-otherwise-make-, which would have eause-the-vatae




of our-eompany-to-deehine-and-- an limit-adverse effect on our business, ability-to-obtatnradditional-finaneing-financial
condition, results of operations and prospects . Changes in methods of product candidate manufacturing or formulation may
result in additional costs or delay. As product candidates preeeed-progress through preclinical and stadies-tetate—stage-—clinical
trials towards-petential-to marketing approval and commercialization, it is common that various aspects of the development
program, such as manufacturing methods and formulation, are altered along the way in an effort to optimize proeesses-yield and
manufacturing batch size, minimize costs and achieve consistent quality and results . For example, our plans to change
the formulation, e. g., to a tablet form, for one or more of our product candidates during the course of our clinical trials
could increase our costs and delay regulatory approval . Such changes carry the risk that they will not achieve these intended
objectives. Any of these changes could cause any—our product candidates we-may-develop-to perform differently and affect the
results of p-l&ﬂﬂed-el-rmefﬂ—tﬂa-ls—efet-heﬁfuﬁtre—e inical llld S Londuelcd w 111 the altered materials m&ﬂu-faef&fed—us-mg—a-l-tered

d vel-. This could delay completion
01 ehmedl llldl% requm 1hc eonducl 01 b11d ging ehmedl 111(11 s or the ILpCllllOH of one or more clinical trials, increase clinical
trial costs, delay approval of our t-he—a-ffeefed—pmduu eandidate-candidates and jeopardize our ability to eemmenee-sales
commercialize our product candidates, if approved, and generate revenue. If sertous-adverse-events-we pursue alternative
tablet formulations or unaeeeptableside-effeets-are-identifted-during-the-other development-of-changes to any of our product
candidates we-may-develop-, we-the FDA and other regulatory authorities may need-to-abanderrrequire additional studies,
including bridging studies, which may s1gn1ﬁcantly delay or-our -l-nﬁtt—etne&evelepme&t—e-ﬁt-hese—cllnlcal trial tlmelmes and
regulatory approval Our p1oduc1 candidates -
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necessary for commercial success. H-any-Even if our product eandidate-candidates reeetves— receive marketing-regulatory
approval, #they may not nenetheless—fat-te-gain suffietent-adequate market acceptance by-among physicians, patients, third-
party payors and others in the medical community. Sales-The degree of medieal-market acceptance of any of our approved
product candidates will depend on a number of factors, including: ¢ the efficacy and safety profile as demonstrated in
clinical trials compared to alternative treatments; * the timing of market introduction of the product candidate as well as
competitive products depend-rpart-; * the clinical indications for which a product candidate is approved; ¢ restrictions on
the wwitlingness-use of phystetans-to-preseribe-product candidates in the labeling approved by regulatory authorities, such
as boxed warnings or contraindications in labeling, or a REMS, if any, which may not be required of alternative
treatments and competitor products; * the potential and perceived advantages of our product candidates over alternative
treatments, « the cost of treatment in relatlon —Wh-teh—rs—l-rkel-y—lo be—based—en—a—éetermm&t—teﬁ—alternatlve treatments, . the

competing eate-the-mediea siiss yand-third- pml\ payors e, including government
authorltles, o the beﬁeﬁ-ts—avallablhty of any— an approved product candidate for use as a combination therapy; ° relative
convenience and ease of administration; ¢ the willingness of the target patient population to try new therapies and
undergo required diagnostic screening to determine treatment eligibility and of physicians to prescribe these therapies
and diagnostic tests; * the effectiveness of sales and marketing efforts; * unfavorable publicity relating to our product
candidates ; we-may-develop-may require-signifieantresotrees-and may not-be-sueeessful-e the approval of other new
therapies for the same indications . If any of our product candidates we-may-devetop-are approved but do not achieve an
adequate level of acceptance by physicians, hospitals, healthcare payors and patients , we may not generate signifieant-or
derive sufficient revenue from that product revenues-candidate and we-maynotbeeome-profitable-our financial results
could be negatively impacted . The degree-ef market aceeptanee-of-opportunities for any product candidates we may-develop,
if approved , may be limited to certain smaller patient subsets and may be smaller than we estimate them to be. When
cancer is detected early (referred to as localized disease), conventional treatments which include chemotherapy, hormone
therapy, surgery and radiation therapy and / or selected targeted therapies may be adequate to cure the patient in many
cases. However, once cancer has spread to other areas (advanced or metastatic disease), cancer treatments may not be
sufficient to provide a cure but often can significantly prolong life without curing the cancer. First- line (“ 1L ”) therapies
designate treatments that are initially administered to patients with advanced or metastatic disease, while second- line (“
2L ”) and third or later line therapies are administered to patients when the prior therapies lose their effectiveness. The
FDA, EMA and other comparable foreign regulatory bodies often approve cancer therapies for eemmeretal-a particular
line of treatment. Typically, drug approvals are initially granted for use in later lines of treatment, but with additional
evidence of significant efficacy from clinical trials, biopharmaceutical companies can successfully seek and gain approval
for use in earlier lines of treatment. We plan to initially seek approval of our product candidates in most instances at least
as a second- or third- line therapy, for use in patients with advanced or metastatic cancer where at least one prior
therapy has limited clinical benefit or has lost its effectiveness. For those product candidates that prove to be sufficiently
sate-safe and effective , if any, we would expect to seek approval as a 2L therapy and potentially ultimately as a 1L
therapy. There is no guarantee that our product candidates, even if approved as a second, third or subsequent line of
therapy would be approved for an earlier line of therapy, and prior to any such approvals we may have to conduct
additional clinical trials that may be costly, time- consuming and subject to risk. Our projections of both the number of
people who have the cancers we are targeting, as well as the subset of people with these cancers in a position to receive a
particular line of therapy and who have the potential to benefit from treatment with our product candidates, are based
on our beliefs and estimates. These estimates have been derived from a variety of sources, including scientific literature,
surveys of clinics, patient foundations or market research, and may prove to be incorrect. Further, new studies may
change the estimated incidence or prevalence of the cancers that we are targeting. The potentially addressable patient
population for our product candidates may be limited or may not be amenable to treatment with our product candidates.
Consequently, even if our product candidates are approved, the number of patients that may be eligible for treatment
with our product candidates may turn out to be much lower than expected. In addition, we have not yet conducted
market research to determine how treating physicians would expect to prescribe a product that is approved for multiple
tumor types if there are different lines of approved therapies for each such tumor type. Even if we obtain significant
market share for our products, if approved, if the potential target populations are small, we may never achieve
profitability without obtaining regulatory approval for additional indications. We face risks related to health epidemics
and other outbreaks, such as COVID- 19, which could significantly disrupt our operations or otherwise result in
material adverse impacts to us. Our business could be adversely impacted by the effects of health epidemics and other
outbreaks, including: * delays or difficulties in clinical site initiation, including difficulties in recruiting clinical site
investigators and clinical site staff; ¢ difficulties interpreting data from our clinical trials due to the possible effects of
health epidemics or other outbreaks on patients;  interruption of key preclinical and clinical trial activities, such as
clinical trial site monitoring, due to limitations on travel imposed or recommended by federal or state governments,
employers and others, or due to restricted or limited operations of the CROs conducting such studies; * interruption or
delays in the operations of the FDA, EMA or other regulatory authorities, which may impact review and approval
timelines; * diversion of healthcare resources away from the conduct of clinical trials, including the diversion of hospitals



serving as our clinical trial sites and hospital staff supporting the conduct of clinical trials;  limitations in resources that
would otherwise be focused on the conduct of our business, our preclinical studies or our clinical trials, including
because of sickness or the desire to avoid contact with large groups of people or as a result of government- imposed *
shelter in place ” or similar working restrictions;  delays in receiving approval from regulatory authorities to initiate
our clinical trials; « delays in clinical sites receiving the supplies and materials needed to conduct our clinical trials; ¢
interruption in global freight and shipping that may affect the transport of clinical trial materials, such as investigational
drug product to be used in our clinical trials; * changes in regulations as part of a response to health epidemics or other
outbreaks which may require us to change the ways in which our clinical trials are to be conducted, or to discontinue the
clinical trials altogether, or which may result in unexpected costs; * delays in necessary interactions with regulators,
ethics committees and other important agencies and contractors due to limitations in employee resources or forced
furlough of government or contractor personnel; and * refusal of the FDA, EMA or other regulatory authorities to
accept data from clinical trials in affected geographies outside of their respective jurisdictions. The extent to which
COVID- 19, including emergence of new variants or resurgence in COVID- 19 cases, or any other health epidemic,
impacts our results will depend on a-namber-offaetors-future developments, which are highly uncertain and cannot be

predicted , including +=new information which may emerge concerning the severity effieacy-and-potentiat-advantages

eompared-to-alternative-treatments—the-effeetiveness-of sales-a particular virus and its variants and marketing-effortsre-the
actions eost-of treatmentinrelation-to alternative-treatments-contain it or treat its impact, among others. There can be no

assurance that we will be able to avoid a material impact on our business, financial condition and operating results from
the spread of COVID- 19 or its consequences , including disruption to our business and downturns in business sentiment
generally or in our industry. To the extent a health epidemic or other outbreak adversely affects our business, financial

condition and operating results, it may also have the effect of heightening any-many of similargenerte-treatments;—=the
ehmea-l—rnéteaﬁeﬁs—fe&whteh—ﬂae—nsks descrlbed in this section. Any product candidates we develop may become subject s
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privatereseareh-organizations that-eenduet researeh;seekpatentproteetion-and establish collaborative arrangements for

rcscarch, development...... affected in many cases by insurers or other third- party payors seeking-is essential for most patients
to eneourage-the-use-of generte-produets-be able to afford expensive treatments . H-Sales of any of our product candidates

achieve-that receive mar l\umg appm\ al w1ll depend substantlally both in we—expeet—t-ha-t—t-hey— the Un1ted States and

internationally, on w vV

extent to W lmh W

avallable sueh-as-or is avanlable only to hmlted levels, we may not be able to successfully commerclahze 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 an adequate return on our investment. Coverage and reimbursement
may impact the demand for, or the price of, any product candidate for which we obtain marketing approval. If coverage
and reimbursement are not available or reimbursement is available only to limited levels, we may not successfully
commercialize any product candidate for which we obtain marketing approval. There is significant uncertainty related
to third- party payor coverage and reimbursement of newly approved products. In the United States, for example,
principal decisions about reimbursement for new products are typically made by the CMS, an agency within the U. S.
Department of Health and Human Serv1ces (“ HHS ”) CMS dec1des whether and to what extent a new product w1ll be

he lhu(l mnl\ payors have—&ttempted—often follow CMS’

dec1s10ns regarding coverage and relmbursement to eontrot-a substantial degree. However, one third- party payor’ s
determination to provide coverage for a product candidate does not assure that other payors will also provide coverage
for the product candidate. As a result, the coverage determination process is often time- consuming and costly. This
process will require us to provide scientific and clinical support for the use of our products to each third- party payor
separately, with no assurance that coverage and adequate reimbursement will be applied consistently or obtained in the
first instance. As federal and state governments implement additional health care cost containment measures, including
measures to lower prescription drug pricing, we cannot be sure that our products, if approved, will be covered by
private or public payors, and if covered, whether the reimbursement will be adequate or competitive with other
marketed products. Any actions by federal and state governments, such as the Inflation Reduction Act of 2022 (“ IRA ),
and health plans aimed at putting additional downward pressure on pharmaceutical pricing and health care costs by
Himiting-could negatively impact coverage and the-ameuntefreimbursement for partieutar medieations-our product
candidates if approved, our revenue, and our ability to compete with other marketed products and to recoup the costs of
our research and development . For further discussion, see “ — We may face difficulties from changes to current
regulations and future legislation. Healthcare legislative measures aimed at reducing healthcare costs may have a
material adverse effect on our business and results of operations. ” Increasingly, third- party payors are requiring that drug
companies provide them with predetermined discounts from list prices and are challenging the prices charged for medical
products. Further, such payors are increasingly challenging the price, examining the medical necessity and reviewing the
cost effectiveness of medical product candidates. There may be especially significant delays in obtaining Coverage
coverage and reimbursement for newly approved drugs. Third- party payors may limit coverage to specific product
candidates on an approved list, known as a formulary, which might not include all FDA- approved drugs for a particular
indication. We may need to conduct expensive pharmaco- economic studies to demonstrate the medical necessity and cost
effectiveness of our products. Nonetheless, our product candidates may not be considered medically necessary or cost
effective. We cannot be sure that coverage and reimbursement will be available for any product that we commercialize and,
if reimbursement is available, what the level of reimbursement will be. In addition, companion diagnostic tests require



coverage and reimbursement separate and apart from the coverage and reimbursement for their companion
pharmaceutical or biological products. Similar challenges to obtaining coverage and reimbursement, applicable to
pharmaceutical or biological products, will apply to companion diagnostics. Additionally, if any companion diagnostic
provider is unable to obtain reimbursement or is inadequately reimbursed, that may limit the availability of such
companion diagnostic, which would negatively impact prescriptions for our product candidates, if approved. Outside the
United States, the commercialization of therapeutics is generally subject to extensive governmental price controls and
other market 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 therapeutics such as our product
candidates. In many countries, particularly the countries of the European Union (“ EU ”), medical product prices are
subject to varying price control mechanisms as part of national health systems. In these countries, pricing negotiations
with governmental authorities can take considerable time after a product receives marketing approval. To obtain
reimbursement or pricing approval in some countries, we may be required to conduct a clinical trial that compares the
cost- effectiveness of our product candidate to other available therapies. In general, product prices under such systems
are substantially lower than in the United States. Other countries allow companies to fix their own prices for products
but monitor and control company profits. Additional foreign price controls or other changes in pricing regulation could
restrict the amount that we are able to charge for our product candidates. Accordingly, in markets outside the United
States, the reimbursement for our products may be reduced compared with the United States and may be insufficient to
generate commercially reasonable revenue and profits. If we are unable to establish or sustain coverage and adequate
reimbursement for any product candidates from third- party payors, the adoption of those products and sales revenue
will be adversely affected, which, in turn, could adversely affect the ability to market or sell those product candidates, if
approved. Coverage policies and third- party payor reimbursement rates may change at any time. Even if favorable
coverage and reimbursement status is attained for one or more products for which we receive regulatory approval, less
favorable coverage policies and reimbursement rates may be implemented in the future. Our business entails a
significant risk of product liability and if we are unable to obtain sufficient insurance coverage such inability could have
an adverse effect on our business and financial condition. Our business exposes us to significant product liability risks
inherent in the development, testing, manufacturing and marketing of therapeutic treatments. Product liability claims
could delay or prevent completion of our development programs. If we succeed in marketing products, such claims could
result in an FDA, EMA or other regulatory authority investigation of the safety and effectiveness of our products, our
manufacturing processes and facilities or our marketing programs. FDA, EMA or other regulatory authority
investigations could potentially lead to a recall of our products or more serious enforcement action, limitations on the
approved indications for which they may be used or suspension or withdrawal of approvals. Regardless of the merits or
eventual outcome, liability claims may also result in decreased demand for our products, injury to our reputation, costs
to defend the related litigation, a diversion of management’ s time and our resources and substantial monetary awards to
trial participants or patients. We currently have product liability insurance that we believe is appropriate for our stage
of development and may need to obtain higher levels prior to advancing additional product candidates into clinical trials
or marketing any of our product candidates, if approved. Any insurance we have or may obtain may not provide
sufficient coverage against potential liabilities. Furthermore, clinical trial and product liability insurance is expensive
and may increase over time. As a result, we may be unable to obtain sufficient insurance at a reasonable cost to protect
us against losses caused by product liability claims that could have an adverse effect on our business and financial
condition. Risks Related to Regulatory Approval and Other Legal Compliance Matters We may develop our current or
future product candidates in combination with other therapies, which would expose us to additional risks. As part of our
development strategy, we are seeking strategic collaborations to develop our current or future product candidates in
combination with one or more currently approved cancer therapies or therapies in development. Even if any of our
current or future product candidates 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, EMA or other comparable
foreign regulatory authorities could revoke approval of the therapy used in combination with any of our product
candidates, or safety, efficacy, manufacturing or supply issues could arise with these existing therapies. In addition, it is
possible that existing therapies with which our product candidates are approved for use could themselves fall out of favor
or be relegated to later lines of treatment. This could result in the need to identify other combination therapies for our
product candidates or our own products being removed from the market or being less successful commercially. We or
our future third party collaborators may also evaluate our current or future product candidates in combination with one
or more other cancer therapies that have not yet been approved for marketing by the FDA, EMA or comparable foreign
regulatory authorities. We will not be able to market and sell any product candidate in combination with any such
unapproved cancer therapies that do not ultimately obtain marketing approval. If the FDA, EMA or other comparable
foreign regulatory authorities do not approve or withdraw their approval of these other therapies, or if safety, efficacy,
commercial adoption, manufacturing or supply issues arise with the therapies we choose to evaluate in combination with
any of our current or future product candidates, we may be unable to obtain approval of or successfully market any one
or all of the current or future product candidates we develop. Additionally, if the third- party providers of therapies or
therapies in development used in combination with our current or future product candidates are unable to produce
sufficient quantities for clinical trials or for commercialization of our current or future product candidates, or if the cost
of combination therapies are prohibitive, 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 have
never commercialized a product candidate as a company before and currently lack the necessary expertise, personnel



and resources to successfully commercialize any products on our own or together with suitable collaborators. We have
never commercialized a product candidate as a company. We may license certain rights with respect to our product
candidates to collaborators, and, if so, we will rely on the assistance and guidance of those collaborators. For product
candidates for which we retain commercialization rights and marketing approval, we will have to develop our own sales,
marketing and supply organization or outsource these activities to a third party. Factors that may affect our ability to
commercialize our product candidates, if approved, on our own include recruiting and retaining adequate numbers of
effective sales and marketing personnel, developing adequate educational and marketing programs to increase public
acceptance of our approved product candidates, ensuring regulatory compliance of our company, employees and third
parties under applicable healthcare laws, and other unforeseen costs associated with creating an independent sales and
marketing organization. Developing a sales and marketing organization will be expensive and time- consuming and
could delay the launch of our product candidates upon approval. We may not be able to build an effective sales and
marketing organization. If we are unable to build our own distribution and marketing capabilities or to find suitable
partners for the commercialization of our product candidates, we may not generate revenues from them or be able to
reach or sustain profitability. The FDA, EMA and other comparable foreign regulatory authorities may not accept data
from trials conducted in locations outside of their jurisdiction. We currently conduct our clinical trial for ELVN- 001 in
the United States, Australia, France, Germany, South Korea, and Spain. In the future, we may conduct clinical trials for
ELVN- 001 in other countries, including but not limited to Poland, Italy, Belgium, Netherlands, Canada, Hungary, Israel
and Argentina. We are conducting our clinical trial for ELVN- 002 in the United States, Spain, France, Italy, Australia,
Taiwan and South Korea. In the future, we may also conduct clinical trials for ELVN- 002 in other countries. We plan to
conduct clinical trials for future candidates in the United States and internationally. The acceptance of study data by the
FDA, EMA or other comparable foreign regulatory authority from clinical trials conducted outside of their respective
jurisdictions may be subject to certain conditions. In cases where data from United States clinical trials are intended to
serve as the basis for marketing approval in the foreign countries outside the United States, the standards for clinical
trials and approval may be different. There can be no assurance that any United States or foreign regulatory authority
would accept data from trials conducted outside of our applicable jurisdiction. In some cases, the regulatory authority
may require clinical trials to include patients in their jurisdiction to support regulatory approval. If the FDA, EMA or
any applicable foreign 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. Obtaining and
maintaining regulatory approval of our product candidates in one jurisdiction does not mean that we will be successful
in obtaining regulatory approval of our product candidates in other jurisdictions. Obtaining and maintaining regulatory
approval of our product candidates in one jurisdiction does not guarantee that we will be able to obtain or maintain
regulatory approval in any other jurisdiction. For example, the FDA or EMA grants marketing approval of a
product candidate, comparable regulatory authorities in foreign jurisdictions must also approve the manufacturing,
marketing and promotion and reimbursement of the product candidate in these-those countries. However, a failure or
delay in obtaining regulatory approval in one jurisdiction may have a negative effect on the regulatory approval process
in others. Approval procedures vary among jurisdictions and can involve requirements and administrative review
periods different from those in the United States, including additional preclinical studies or clinical trials as clinical trials
conducted in one jurisdiction may not be accepted by regulatory authorities in other jurisdictions. In many jurisdictions
outside the United States, a product candidate must be approved for reimbursement before it can be approved for sale in
that jurisdiction. In some cases, the price that we intend to charge for our products is also subject to approval. Obtaining
foreign regulatory approvals and establishing and maintaining compliance with foreign regulatory requirements could
result in significant delays, difficulties and costs for us and could delay or prevent the introduction of our products in
certain countries. If we or any future collaborator fail to comply with the regulatory requirements in international
markets or fails to receive applicable marketing approvals, our target market will be reduced and our ability to realize
the full market potential of our potential product candidates will be harmed. Even if our product candidates receive
regulatory approval, they will be subject to significant post- marketing regulatory requirements and oversight. Any
regulatory approvals that we may receive for our product candidates will require the submission of reports to regulatory
authorities and on- going surveillance to monitor the safety and efficacy of the product candidate, may contain
significant limitations related to use restrictions for specified age groups, warnings, precautions or contraindications, and
may include burdensome post- approval study or risk management requirements and regulatory inspection. For
example, the FDA may require a REMS in order to approve our product candidates, which could entail requirements for
a medication guide, physician training and 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, EMA or
foreign regulatory authorities approve our product candidates, the manufacturing processes, labeling, packaging,
distribution, adverse event reporting, storage, advertising, promotion, import, export and recordkeeping for our product
candidates will be subject to extensive and ongoing regulatory requirements. These requirements include submissions of
safety and other post- marketing information and reports, registration, as well as on- going compliance with cGMPs and
GCPs for any clinical trials that we conduct post- approval. In addition, manufacturers of drug products and their
facilities subject to continual review and periodic, unannounced inspections by the FDA, EMA and other regulatory
authorities for compliance with cGMP regulations and standards. If we or a regulatory agency discover previously
unknown problems with a product, such as adverse events of unanticipated severity or frequency, or problems with the
facilities where the product is manufactured, a regulatory agency may impose restrictions on that product, the



manufacturing facility or us, including requiring recall or withdrawal of the product from the market or suspension of
manufacturing. In addition, failure to comply with FDA, EMA and other comparable foreign regulatory requirements
may subject us to administrative or judicially imposed sanctions, including: ¢ delays in or the rejection of product
approvals; * suspension or restrictions on our ability to conduct clinical trials, including full or partial clinical holds on
ongoing or planned trials;  restrictions on the products, manufacturers or manufacturing process; * warning or untitled
letters; * fines, restitution, or disgorgement of profits or revenues; * consent decrees, injunctions or imposition of civil or
criminal penalties; * suspension or withdrawal of regulatory approvals; * product seizures, detentions, or export or
import bans; * voluntary or mandatory product recalls, withdrawals, and / or publicity requirements; * total or partial
suspension of production; ¢ imposition of restrictions on operations, including costly new manufacturing requirements; ©
restrictions or revisions to the labeling, including limitation on approved uses or the addition of additional warnings,
contraindications or other safety information, including boxed warnings; * imposition of a REMS, which may include
distribution or use restrictions; and ¢ requirements to conduct additional post- market clinical trials to assess the safety
of the product. The FDA, EMA and other regulatory authorities’ policies may change, and additional government
regulations may be enacted that could prevent, limit or delay regulatory approval of our product candidates. We cannot
predict the likelihood, nature or extent of government regulation that may arise from future legislation or administrative
action, either in the United States or abroad. 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. Changes to existing
policies and regulations can increase our compliance costs or delay our clinical plans. The FDA, EMA and other
regulatory agencies actively enforce the laws and regulations prohibiting the promotion of off- label uses. If any of our
product candidates are approved and we are found to have improperly promoted off- label uses of those products, we
may become subject to significant liability. The FDA, EMA and other regulatory agencies strictly regulate the
promotional claims that may be made about prescription products, such as our product candidates, if approved. In
particular, a product may not be promoted in the United States for uses that are not approved by the FDA as reflected in
the product’ s approved labeling, or in other jurisdictions for uses that differ from the labeling or uses approved by the
applicable regulatory agencies. While physicians may prescribe products for off- label uses, the FDA, EMA and other
regulatory agencies actively enforce laws and regulations that prohibit the promotion of off- label uses by companies,
including promotional communications made by companies’ sales forces with respect to off- label uses that are not
consistent with the approved labeling, and a company that is found to have improperly promoted off- label uses may be
subject to significant liability, including civil, criminal and administrative penalties. The occurrence of any event or
penalty described above may inhibit our ability to commercialize our product candidates, if approved, and generate
revenue. The United States federal government has levied large civil and criminal fines against companies for alleged
improper promotion of off- label use and has enjoined several companies from engaging in off- label promotion. The
FDA has also requested that companies enter into consent decrees or permanent injunctions under which specified
promotional conduct is changed or curtailed. If we cannot successfully manage the promotion of our product candidates,
if approved, we could become subject to significant liability, which would materially adversely affect our business and
financial condition. Where appropriate, we plan to secure approval from the FDA, EMA or comparable foreign
regulatory authorities through the use of accelerated registration pathways. If we are unable to obtain such approval, we
may be required to conduct additional preclinical studies or clinical trials beyond those that we contemplate, which
could increase the expense of obtaining, and delay the receipt of, necessary marketing approvals. Even if we receive
accelerated approval from the FDA, EMA or comparable regulatory authorities, if our confirmatory trials do not verify
clinical benefit, or if we do not comply with rigorous post- marketing requirements, the FDA, EMA or such other
regulatory authorities may seek to withdraw accelerated approval. Where possible, we plan to pursue accelerated
development strategies in areas of high unmet need. We may seek an accelerated approval pathway for one or more of
our product candidates from the FDA, EMA or comparable foreign regulatory authorities. Under the accelerated
approval provisions in the Federal Food, Drug, and Cosmetic Act, and the FDA’ s implementing regulations, the FDA
may grant accelerated approval to a product candidate designed to treat a serious or life- threatening condition that
provides meaningful therapeutic benefit over therapies upon a determination that the product candidate has an
effect on a surrogate endpoint or an intermediate clinical endpoint that is reasonably likely to predict clinical benefit.
The FDA considers a clinical benefit to be a positive therapeutic effect that is clinically meaningful in the context of a
given disease , such as irreversible morbidity or mortality. For the purposes of accelerated approval, a surrogate
endpoint is a marker, such as a laboratory measurement, radiographic image, physical sign, or the-other tevel-of
retmbursement-may-measure that is thought to predict clinical benefit but is not be-satisfactory-itself a measure of clinical
benefit . Reimbursement-may-An intermediate clinical endpoint is a clinical endpoint that can be measured earlier than an
affeet-effect on irreversible morbidity or mortality that is reasonably likely to predict an effect on irreversible morbidity
or mortality or the-other demand-clinical benefit. The accelerated approval pathway may be used in cases in which the
advantage of a new drug over available therapy may not be a direct therapeutic advantage but is a clinically important
improvement from a patient and public health perspective. However, because our product candidates are in early
development, there can be no assurance that the FDA will permit us to utilize an expedited approval process for ;-any of
or-our product candidates. If granted, accelerated approval is usually contingent on the sponsor’ s agreement to conduct,
in a diligent manner, additional post- approval confirmatory studies to verify and describe the drug’ s clinical benefit.
Even if our product candidates are granted a designation or qualify for expedited development, it may not actually lead
to faster development or expedited regulatory review and approval or increase the likelihood that the-they priee-of-will



receive FDA approval. For example , if such post- approval studies fail to confirm the drug’ s clinical benefit, the FDA
may withdraw its approval of the drug. Prior to seeking accelerated approval, we will seek feedback from the FDA, EMA
or comparable foreign regulatory authorities and will otherwise evaluate our ability to seek and receive such accelerated
approval. There can be no assurance that, after our evaluation of the feedback and other factors, we will decide to
pursue or submit an NDA for accelerated approval or any other form of expedited development, review or approval.
Similarly, there can be no assurance that after subsequent feedback from the FDA, EMA or comparable foreign
regulatory authorities, we will continue to pursue or apply for accelerated approval or any other form of expedited
development, review or approval, even if we initially decide to do so. Furthermore, if we decide to submit an application
for accelerated approval or under another expedited regulatory designation (e. g., Fast Track designation, Breakthrough
Therapy designation or orphan drug designation), there can be no assurance that such submission or application will be
accepted or that any expedited development, review or approval will be granted on a timely basis, or at all, because the
FDA’ s accelerated approval pathways do not guarantee an accelerated review by the FDA. The FDA, EMA or other
comparable foreign regulatory authorities could also require us to conduct further studies prior to considering our
application or granting approval of any type. A failure to obtain accelerated approval or any other form of expedited
development, review or approval for our product candidate would result in a longer time period to commercialization of
such product candidate, could increase the cost of development of such product candidate and could harm our
competitive position in the marketplace. Where possible, we plan to seek Fast Track designation from the FDA for one or
more of our product candidates. Even if one or more of our product candidates receive Fast Track designation, we may
be unable to obtain or maintain the benefits associated with the Fast Track designation. Where possible, we plan to seek
Fast Track designation for one or more of our current or future product candidates. Fast Track designation is designed
to facilitate the development and expedite the review of therapies for serious conditions and fill an unmet medical need.
Programs with Fast Track designation may benefit from early and frequent communications with the FDA, potential
priority review and the ability to submit a rolling application for regulatory review. Fast Track designation applies to
both the product candidate and the specific indication for which it is being studied. If any of our product candidates
receive Fast Track designation but do not continue to meet the criteria for Fast Track designation, or if our clinical trials
are delayed, suspended or terminated, or put on clinical hold due to unexpected adverse events or issues with clinical
supply, we will not receive the benefits associated with the Fast Track program. Furthermore, Fast Track designation
does not change the standards for approval. Fast Track designation alone does not guarantee qualification for the FDA’ s
priority review procedures. Where possible, we plan to seek a Breakthrough Therapy designation from the FDA, which
even if granted for any of our product candidates, may not lead to a faster development or regulatory review or approval
process and does not increase the likelihood that our product candidates will receive marketing approval. Where
possible, we plan to seek Breakthrough Therapy designation for one or more of our current or future product
candidates. A breakthrough therapy is defined as a drug or biologic that is intended, alone or in combination with one or
more other drugs or biologics, to treat a serious or life- threatening disease or condition and preliminary clinical
evidence indicates that the drug or biologic may demonstrate substantial improvement over existing therapies on one or
more clinically significant endpoints, such as substantial treatment effects observed early in clinical development. For
product candidates that have been designated as breakthrough therapies, interaction and communication between the
FDA and the sponsor of the trial can help to identify the most efficient path for clinical development while minimizing the
number of patients placed in ineffective control regimens. Drugs designated as breakthrough therapies by the FDA may
also be eligible for other expedited approval programs, including accelerated approval. Designation as a breakthrough
therapy is within the discretion of the FDA. Accordingly, even if we believe one of our product candidates meets the
criteria for designation as a breakthrough therapy, the FDA may disagree and instead determine not to make such
designation. In any event, the receipt of a Breakthrough Therapy designation for a product candidate may not result in a
faster development process, review or approval compared to candidate products considered for approval under non-
expedited FDA review procedures and does not assure ultimate approval by the FDA. In addition, even if one or more of
our product candidates qualify as breakthrough therapies, the FDA may later decide that the product no longer meets
the conditions for qualification. Thus, even though we may seek Breakthrough Therapy designation for one or more of
our current or future product candidates, there can be no assurance that it will receive Breakthrough Therapy
designation. Where possible, we plan to pursue an orphan indication for our product candidates to treat CML and
potentially others. However, we may not be able to obtain orphan drug designation or obtain or maintain orphan drug
exclusivity for our product candidates and, even if we do, that exclusivity may not prevent the FDA, EMA or other
comparable foreign regulatory authorities, from approving competing products. Where possible, we plan to pursue an
orphan indication for our product candidates to treat CML and potentially others. Regulatory authorities in some
jurisdictions, including the United States and the EU, may designate drugs for relatively small patient populations as
orphan drugs. Under the Orphan Drug Act, the FDA may designate a product candidate 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 annually in the United States, or a patient population greater than 200, 000 in the United States where
there is no reasonable expectation that the cost of developing the drug will be recovered from sales in the United States.
Our target indications may include diseases with large patient populations or may include orphan indications. However,
there can be no assurances that we will be able to obtain orphan designations for our product candidates. In the United
States, orphan drug designation entitles a party to financial incentives such as opportunities for grant funding towards
clinical trial costs, tax advantages and user- fee waivers. In addition, if a product candidate that has orphan drug
designation subsequently receives the first FDA approval for the disease for which it has such designation, the product



candidate is entitled to orphan drug exclusivity. Orphan drug exclusivity in the United States provides that the FDA may
not approve any other applications, including a full NDA, to market the same drug for the same indication for seven
years, except in limited circumstances. The applicable exclusivity period is 10 years in Europe. The European exclusivity
period can be reduced to six years if a drug no longer meets the criteria for orphan drug designation or if the drug is
sufficiently profitable so that market exclusivity is no longer justified. Even if we obtain orphan drug designation for a
product candidate, we may not be able to obtain or maintain orphan drug exclusivity for that product candidate. We
may not be the first to obtain marketing approval of have obtained orphan drug
designation for the orphan- designated indication due to the uncertainties associated with developing pharmaceutical
products. In addition, exclusive marketing rights in the United States may be limited if we seek approval for an
indication broader than the orphan- designated indication or may be lost if the FDA later determines that the request for
designation was materially defective or if we are unable to ensure that we will be able to manufacture sufficient
quantities of the product to meet the needs of patients with the rare disease or condition. Further, even if we obtain
orphan drug exclusivity for a product, that exclusivity may not effectively protect the product from competition because
different drugs with different active moieties may be approved for the same condition. Even after an orphan drug is
approved, the FDA can subsequently approve the same drug with the same active moiety for the same condition if the
FDA concludes that the later drug is clinically superior in that it is shown to be safer, more effective or makes a major
contribution to patient care or the manufacturer of the product with orphan exclusivity is unable to maintain sufficient
product quantity. Orphan drug designation neither shortens the development time or regulatory review time of a drug
nor gives the product candidate any advantage in the regulatory review or approval process or entitles the product
candidate to priority review. In view of the court decision in Catalyst Pharms., Inc. v. Becerra, 14 F. 4th 1299 (11th Cir.
2021), the FDA published a notice in the Federal Register to clarify that while the agency complies with the court’ s order
in Catalyst, the FDA intends to continue to apply its longstanding interpretation of the regulations to matters outside of
the scope of the Catalyst order — that is, the agency will continue tying the scope of orphan- drug exclusivity to the uses
or indications for which a drug is approved, which permits other sponsors to obtain approval of a drug for new uses or
indications within the same orphan designated disease or condition that have not yet been approved. It is unclear how
future litigation, legislation, agency decisions, and administrative actions will impact the scope of the orphan drug
exclusivity. Existing regulatory policies may change, and additional government regulations may be enacted that could
prevent, limit or delay regulatory approval of our product candidates. We cannot predict the likelihood, nature or extent
of government regulation that may arise from future legislation or administrative action, either in the United States or
abroad. 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. For example, in March 2010, the ACA was passed, which
substantially changed the way healthcare is financed by both the government and private insurers, and continues to
significantly impact the United States pharmaceutical industry. The ACA, which, among other things, extended the
Medicaid Drug Rebate program to utilization of prescriptions of individuals enrolled in Medicaid managed care
organizations; subjected manufacturers to new annual fees and taxes for certain branded prescription drugs; created a
new Medicare Part D coverage gap discount program, in which manufacturers must agree to offer 50 % (increased to 70
% pursuant to the Bipartisan Budget Act of 2018, effective as of January 1, 2019) point- of- sale discounts off negotiated
prices of applicable brand drugs to eligible beneficiaries during their coverage gap period, as a condition for the
manufacturer’ s outpatient drugs to be covered under Medicare Part D; and provided incentives to programs that
increase the federal government’ s comparative effectiveness research. Since its enactment, there have been executive,
judicial and Congressional challenges to certain aspects of the ACA. On June 17, 2021, the U. S. Supreme Court
dismissed the most recent judicial challenge to the ACA brought by several states without specifically ruling on the
constitutionality of the ACA. Thus, the ACA will remain in effect in its current form. Prior to the Supreme Court’ s
decision, President Biden issued an Executive Order to initiate a special enrollment period from February 15, 2021
through August 15, 2021 for purposes of obtaining health insurance coverage through the ACA marketplace. The
Executive Order also instructed certain governmental agencies to review and reconsider their existing policies and rules
that limit access to healthcare, including among others, reexamining Medicaid demonstration projects and waiver
programs that include work requirements, and policies that create unnecessary barriers to obtaining access to health
insurance coverage through Medicaid or the ACA. It is possible that the ACA will be subject to judicial or
Congressional challenges in the future. It is unclear how such challenges and healthcare measures initiated by the Biden
administration will impact the ACA, our business, financial condition and results of operations. Complying with any
new legislation or change in regulatory requirements could be time- intensive and expensive, resulting in a material
adverse effect on our business. In addition, other legislative changes have been proposed and adopted in the United
States since the ACA was enacted. For example, the Budget Control Act of 2011 was signed into law, which, among other
things, resulted in aggregate reductions to Medicare payments to providers of up to 2 % per fiscal year, effective April 1,
2013, which, due to subsequent legislative amendments, will stay in effect through 2032. In January 2013, the American
Taxpayer Relief Act of 2012, among other things, increased the statute of limitations period for the government to
recover overpayments to providers from three to five years. Moreover, there has been heightened governmental scrutiny
recently over the manner in which drug manufacturers set prices for their marketed products, which has resulted in
several Congressional inquiries and proposed and enacted federal and state legislation designed to, among other things,
bring more transparency to product pricing, review the relationship between pricing and manufacturer patient
programs, and reform government program reimbursement methodologies for drug products. For example, under the



American Rescue Plan Act of 2021, a sunset provision, effective January 1, 2024, eliminated the statutory cap on
Medicaid Drug Rebate Program rebates that manufacturers pay to state Medicaid programs. Elimination of this cap
may require pharmaceutical manufacturers to pay more in rebates than it receives on the sale of products, which could
have a material impact on our business. Further, in July 2021, the Biden administration released an executive order, “
Promoting Competition in the American Economy, ” with multiple provisions aimed at increasing competition for
prescription drugs. In August 2022, Congress passed the IRA, which includes prescription drug provisions that have
significant implications for the pharmaceutical industry and Medicare beneficiaries, including allowing the federal
government to negotiate a maximum fair price for certain high- priced single- source Medicare drugs, imposing penalties
and excise tax for manufacturers that fail to comply with the drug price negotiation requirements, requiring inflation
rebates for all Medicare Part B and Part D drugs, with limited exceptions, if their drug prices increase faster than
inflation, and redesigning Medicare Part D to reduce out- of- pocket prescription drug costs for beneficiaries, among
other changes. Various industry stakeholders, including pharmaceutical companies, the U. S. Chamber of Commerce,
the National Infusion Center Association, the Global Colon Cancer Association, and the Pharmaceutical Research and
Manufacturers of America, have initiated lawsuits against the federal government asserting that the price negotiation
provisions of the IRA are unconstitutional. The impact of these judicial challenges as well as future legislative, executive,
and administrative actions and agency rules implemented by the government on us and the pharmaceutical industry as a
whole is unclear. At the state level, legislatures have increasingly passed legislation and implemented regulations
designed to control pharmaceutical and biological product pricing, including price or patient reimbursement
constraints, discounts, restrictions on certain product access and marketing cost disclosure and transparency measures,
and, in some cases, designed to encourage importation from other countries and bulk purchasing. In 2021, many states
passed or considered state drug price transparency and reporting laws that substantially increase the compliance
burdens on pharmaceutical manufacturers. The impact of these legislative, executive, and administrative actions and
any future healthcare measures and agency rules implemented by the Biden administration on us and the
pharmaceutical industry as a whole is unclear. The implementation of cost containment measures or other healthcare
reforms may prevent us from being able to generate revenue, attain profitability, or commercialize our product
candidates if approved. Complying with any new legislation and regulatory changes could be time- intensive and
expensive, resulting in a material adverse effect on our business, and expose us to greater liability. We are unable to
predict the future course of federal or state healthcare legislation in the United States directed at broadening the
availability of healthcare and containing or lowering the cost of healthcare. These and any further changes in the law or
regulatory framework that reduce our revenue or increase our costs could also have a material and adverse effect on our
business, financial condition and results of operations. The continuing efforts of the government, insurance companies,
managed care organizations and other payors of healthcare services to contain or reduce costs of healthcare and / or
impose price controls may adversely affect:  the demand for our product candidates, if we obtain regulatory approval; ¢
our ability to set a price that we believe is fair for our products; * our ability to obtain coverage and reimbursement
approval for a product; * our ability to generate revenue and achieve or maintain profitability; ¢ the level of taxes that
we are required to pay; and ° the availability of capital. We expect that the ACA, as well as other healthcare reform
measures that may be adopted in the future, may result in more rigorous coverage criteria and in additional downward
pressure on the price that we receive for any approved product. Any reduction in reimbursement from Medicare or
other government programs may result in a similar reduction in payments from private payors. The implementation of
cost containment measures or other healthcare reforms may prevent us from being able to generate revenue, attain
profitability or commercialize our product candidates. It is also possible that additional governmental action is taken in
response to any future public health emergencies. Legislative and regulatory proposals have been made to expand post-
approval requirements and restrict sales and promeotional activities for biotechnology products. We cannot be sure
whether additional legislative changes will be enacted, or whether FDA regulations, guidance or interpretations will be
changed, or what the impact of such changes on the marketing approvals of our product candidates, if any, may be. In
addition, increased scrutiny by Congress of the FDA’ s approval process may significantly delay or prevent marketing
approval, as well as subject us to more stringent product labeling and post- marketing testing and other requirements.
The withdrawal of the United Kingdom (“ UK ) from the EU, commonly referred to as “ Brexit, ” may adversely impact
our ability to obtain regulatory approvals for our product candidates in the EU, result in restrictions or imposition of
taxes and duties for importing our product candidates into the EU, and may require us to incur additional expenses in
order to develop, manufacture and commercialize our product candidates in the EU. Inadequate funding for the FDA,
the SEC and other United States government agencies or the EMA or comparable foreign regulatory authorities 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, EMA or comparable foreign regulatory authorities 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, EMA and other agencies may also slow the
time necessary for new drugs to be reviewed and / or approved by necessary government agencies, which would
adversely affect our business. For example, in recent years, including in 2018 and 2019, the United States government



shut down several times and certain regulatory agencies, such as the FDA and the SEC, had to furlough critical
employees and stop critical activities. If a prolonged government shutdown occurs, it could significantly impact the
ability of the FDA to timely review and process our regulatory submissions, which could have a material adverse effect
on our business. Further, future government shutdowns could impact our ability to access the public markets and obtain
necessary capital in order to properly capitalize and continue our operations. Our relationships with employees,
independent contractors, consultants, commercial collaborators, healthcare professionals, clinical investigators, CROs,
suppliers, vendors and third- party payors in connection with our current and future business activities may be subject
to federal and state healthcare fraud and abuse laws, false claims laws, transparency laws, government price reporting,
and health information privacy and security laws, which could expose us to significant losses, including, among other
things, criminal sanctions, civil penalties, contractual damages, exclusion from governmental healthcare programs,
reputational harm, administrative burdens and diminished profits and future earnings. We are exposed to the risk that
our employees, independent contractors, consultants, commercial collaborators, healthcare professionals, clinical
investigators, CROs, suppliers, vendors and third- party payors may engage in misconduct or other improper activities.
Healthcare providers and third- party payors play a primary role in the recommendation and prescription of any
product candidates for which we obtain marketing approval. the federal Physician Payments Sunshine Act requires
certain manufacturers of drugs,devices,biologics , and medical supplies for which reimbursement-payment is available under
Medicare,Medicaid , or the Children’ s Health Insurance Program (with eertatr-specific exceptions) to report annually to EMS
ir-HHS-the U.S.Department of Health and Human Services information related to payments er-and other transfers of value
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,other healthcare providers and their #mmediate-family members;and * analogous state laws and regulations,such as state
anti Obtaining-obtaining consent of the individuals to whom the personal data relates, providing information to
individuals regarding data processing activities, implementing safeguards to protect the security and confidentiality of
personal data, providing notification of certain personal data breaches (including to supervisory authorities and
potentially affected individuals), and taking certain measures when engaging third- party processors. The GDPR also
imposes strict rules on the transfer of personal data outside the EEA to third- party countries that have not been found
to provide adequate protection to such personal data, and permits data protection authorities to impose large penalties
for violations of the GDPR, including potential fines of up to € 20 million or 4 % of annual global revenues, whichever is
greater, for the most serious of violations. The GDPR also confers a private right of action on data subjects and
consumer associations to lodge complaints with supervisory authorities, seek judicial remedies, and obtain compensation
for damages resulting from violations of the GDPR. While the GDPR applies uniformly across the EU, each EU Member
State is permitted to issue nation- specific data protection legislation, which has created inconsistencies on a country- by-
country basis. Additionally, we could be subject to recently enacted UK data privacy and protection laws, regulations
and standards, if we decide to enroll patients in the UK clinical trials. While the UK General Data Protection Regulation
(the “ UK GDPR ”) largely mirrors the GDPR, Brexit and the subsequent implementation of the UK GDPR expose us to
two parallel data protection regimes, each of which potentially authorizes similar significant fines and other potentially
divergent enforcement actions for certain violations. In addition, on July 16, 2020, the European Court of Justice
invalidated the EU- US Privacy Shield Framework, a mechanism under which personal data could be transferred from
the EEA to entities in the United States that had self- certified under the Privacy Shield Framework. The Court also
called into question the Standard Contractual Clauses (“ SCCs ”), noting adequate safeguards must be met for SCCs to
be valid. Use of the SCCs must now be assessed on a case- by- case basis taking into account the legal regime applicable
in the destination country, in particular, applicable surveillance laws and rights of individuals and additional measures
and / or contractual provisions may need to be put in place. Additionally, the European Commission has adopted new
SCCs that are required to be implemented. The UK also has issued new standard contractual clauses, similar to the
SCCs, that also are required to be implemented. On March 25, 2022, the United States and EU announced and-- an
agreement in principle ” to replace the EU- U. S. Privacy Shield transfer framework with the Trans- Atlantic Data
Privacy Framework (“ TADTF ). On July 10, 2023, the European Commission adopted an adequacy decision in relation
to the TADTF, since renamed the EU- U. S. Data Privacy Framework (“ EU- U. S. DPF ”), allowing the EU- U. S. DPF to
be utilized as a means of legitimizing EU- U. S. personal data transfers for participating entities. The UK and U. S. also
established a UK Extension to the EU- U. S. DPF, effective as of October 12, 2023 (the “ UK Extension ), whereby
participants in the EU- U. S. DPF who participate in the UK Extension may rely upon the UK Extension as a means to
legitimize personal data transfers from the UK to the U. S. The EU- U. S. DPF and UK Extension may be subject to legal
challenges from privacy advocacy groups or others, and the European Commission’ s adequacy decision regarding the
EU- U. S. DPF provides that the EU- U. S. DPF will be subject to future reviews and may be subject to suspension,
amendment, repeal, or limitations to its scope by the European Commission. We have encountered, and may continue to
encounter, difficulties putting in place SCCs with certain personal data exporters. As supervisory authorities issue
further guidance on personal data export mechanisms, including on the new SCCs, and / or start taking enforcement
action, our compliance costs could increase. More generally, we may be subject to complaints and / or regulatory
investigations or fines relating to cross- border personal data transfers, and / or if we are otherwise unable to transfer
personal data between and among countries and regions in which we may conduct clinical trials, this could negatively
impact our business. Furthermore, On June 28, 2021, the European Commission issued an adequacy decision under the
GDPR and the Law Enforcement Directive, pursuant to which personal data generally may be transferred from the EU




to the UK without restriction; however, this adequacy decision is subject to a four- year “ sunset > period, after which
the European Commission’ s adequacy decision may be renewed. During that period, the European Commission will
monitor the legal situation in the UK and may intervene at any time with respect to its adequacy decision. The UK’ s
adequacy determination therefore is subject to future uncertainty and may be subject to modification or revocation in
the future, with the UK potentially being considered an inadequate third country under the GDPR, in which case
transfers of personal data from the EEA to the UK will require a transfer mechanism, such as SCCs. Furthermore, there
will be increasing scope for divergence in application, interpretation, and enforcement of the data protection law as
between the UK and the EEA. This may increase the complexity of transferring personal data across borders. Similar
laws have been proposed in other foreign jurisdictions. For example, on August 20, 2021, the Personal Information
Protection Law (“ PIPL ”) of the People’ s Republic of China (“ PRC ) was adopted and went into effect on November
1, 2021. The PIPL shares similarities with the GDPR, including extraterritorial application, data minimization, data
localization, and purpose limitation requirements, and obligations to provide certain notices and rights to citizens of the
PRC. The PIPL allows for fines of up to S0 million renminbi or 5 % of a covered company’ s revenue in the prior year. If
additional laws are passed, such laws may have potentially conflicting requirements that would make compliance
challenging. Such laws may require us to modify our operations, and may limit our ability to collect, retain, store, use,
share, disclose, transfer, disseminate, and otherwise process personal data, may require additional investment of
resources in compliance programs, impact strategies and could result in increased compliance costs and / or changes in
our ongoing or planned business practices and policies. We may also be subject to federal and state privacy, data
protection and data security laws and regulations in the United States including, without limitation, laws that regulate
personal information, including health information. For example, California has enacted the California Consumer
Privacy Act (“ CCPA ”), which creates new individual privacy rights for California consumers (as defined in the law)
and places increased privacy, data protection, and data security obligations on entities handling personal information of
California consumers, devices, or households. The CCPA requires covered companies to provide new disclosures to
California consumers about such companies’ data collection, use and sharing practices and provide such consumers new
ways to opt- out of certain sales of personal information. The CCPA also provides consumers with a private right of
action in certain data breach situations. The CCPA went into effect on January 1, 2020, and the California Attorney
General commenced enforcement actions for violations on July 1, 2020. Moreover, the California Privacy Rights Act (“
CPRA ”), which significantly modifies the CCPA, including by imposing additional obligations on covered companies
and expanding consumers’ rights with respect to certain sensitive personal information, became operative on January 1,
2023, potentially resulting in further uncertainty and requiring us to incur additional costs and expenses in an effort to
comply. The CPRA also creates a new state agency that will be vested with authority to implement and enforce the
CCPA and the CPRA. The CCPA and CPRA could mark the beginning of a trend toward more stringent privacy
legislation in the United States. The CCPA has prompted a number of proposals for federal and state privacy legislation,
some of which have been enacted. Many of these proposed and enacted laws are comprehensive privacy statutes that
impose obligations similar to the CCPA. For example, Colorado enacted the Colorado Privacy Act (“ CPA ”), legislation
similar to the CCPA that has taken effect in 2023; Connecticut and Virginia have also enacted legislation similar to the
CCPA and CPA that have taken effect in 2023; Utah has enacted similar legislation that took effect on December 31,
2023; Florida, Montana, Oregon, and Texas have enacted similar legislation that takes effect in 2024; Delaware, Iowa,
and Tennessee have enacted similar legislation that will take effect in 2025; and Indiana has enacted similar legislation
that will take effect in 2026. With regard to the CPA, we are monitoring developments closely in view of our operations
in Colorado. The CPA and its implementing rules, the final versions of which were issued by the Colorado Attorney
General, became effective July 1, 2023. We may be required to modify our policies and practices and otherwise to incur
additional costs and expenses in an effort to comply with the CPA and other new and evolving state privacy legislation.
Collectively, these reflect a trend toward more stringent privacy legislation in the United States. The enactment of such
laws could have potentially conflicting requirements that would make compliance challenging. We may also publish
privacy policies and other documentation regarding our collection, processing, use and disclosure of personal
information. Although we endeavor to comply with our published policies and documentation, we may at times fail to do
so or may be perceived to have failed to do so. Moreover, despite our efforts, we may not be successful in achieving
compliance if our employees or contractors fail to comply with our published policies and documentation. Such failures
can subject us to potential foreign, local, state and federal action if they are found to be deceptive, unfair, or
misrepresentative of our actual practices. The number and scope of obligations related to privacy, data protection and
data security are changing, subject to differing applications and interpretations, and may be inconsistent between
jurisdictions or in conflict with each other. As a result, compliance with United States and foreign privacy, data
protection, and data security laws and regulations could require us to take on more onerous obligations in our contracts,
restrict our ability to collect, retain, store, use, share, disclose, transfer, disseminate, and otherwise process data, or in
some cases, impact our ability to operate in certain jurisdictions. Although we endeavor to comply with our published
policies, other documentation, and all applicable privacy and security laws and regulations, we may at times fail to do so
or may be perceived to have failed to do so. Any actual or alleged failure to comply with such obligations could result in
governmental investigations, proceedings and enforcement actions (which could include civil or criminal fines or
penalties), private litigation or adverse publicity, harm to our reputation, and could negatively affect our operating
results and business. Moreover, clinical trial subjects about whom we or our potential collaborators obtain information,
as well as the providers who share this information with us, may contractually limit our ability to use and disclose the
information or impose other obligations or restrictions in connection with our use, retention and other processing of



information, and we may otherwise face contractual restrictions applicable to our use, retention, and other processing of
information. Claims that we have violated individuals’ privacy rights, failed to comply with data protection laws, or
breached our contractual obligations, even if we are not found liable, could be expensive and time- consuming to defend
and could result in adverse publicity that could harm our business. Our business activities may be subject to the U. S.
Foreign Corrupt Practices Act (“ FCPA ”) and similar anti- bribery and anti- corruption laws and anti- money
laundering laws, including laws of other countries in which we operate, as well as U. S. and certain foreign export
controls, trade sanctions, and import laws and regulations. Compliance with these legal requirements could limit our
ability to compete in foreign markets and subject us to liability if we violate them. We are subject to the FCPA, the U. S.
domestic public corruption and commercial bribery statutes contained in 18 U. S. C. § 201, the U. S. Travel Act and
possibly other anti- bribery and anti- corruption laws and anti- money laundering laws in countries outside of the United
States in which we conduct our activities. Anti- corruption and anti- bribery laws have been enforced aggressively in
recent years and are interpreted broadly to generally prohibit companies, their employees, agents, representatives,
business partners, and third- party intermediaries from authorizing, offering, or providing, directly or indirectly,
improper payments or benefits to recipients in the public or private sector. We may leverage third parties to sell our
products and conduct our business abroad. We, our employees, agents, representatives, business partners and third-
party intermediaries may have direct or indirect interactions with officials and employees of government agencies or
state- owned or affiliated entities and may be held liable for the corrupt or other illegal activities of these employees,
agents, representatives, business partners or third- party intermediaries even if we do not explicitly authorize such
activities. Our business activities may be subject to the FCPA and similar anti- bribery or anti- corruption laws,
regulations or rules of other countries in which we operate. The FCPA generally prohibits companies and their
employees and third- party intermediaries from offering, promising, giving or authorizing others to give anything of
value, either directly or indirectly, to a non- U. S. government official in order to influence official action or otherwise
obtain or retain business. The FCPA also requires public companies to make and keep books and records that
accurately and fairly reflect the transactions of the corporation and to devise and maintain an adequate system of
internal accounting controls. Our business is heavily regulated and therefore may involve significant interaction with
public officials, including officials of non- U. S. governments. Additionally, in many other countries, hospitals are owned
and operated by the government, and doctors and other hospital employees would be considered foreign officials under
the FCPA. Recently, the SEC and DOJ have increased their FCPA enforcement activities with respect to biotechnology
and pharmaceutical companies. We cannot assure you that all of our employees, agents, representatives, business
partners or third- party intermediaries will not take actions in violation of applicable law for which we may be ultimately
held responsible. As we commercialize our product candidates and increase our international sales and business, our
risks under these laws may increase. There is no certainty that all of our employees, agents or contractors, or those of
our affiliates, will comply with all applicable laws and regulations, particularly given the high level of complexity of these
laws. Violations of these laws and regulations could result in fines, criminal sanctions against us, our officers or our
employees, disgorgement, and other sanctions and remedial measures, and prohibitions on the conduct of our business.
Any such violations could include prohibitions on our ability to offer our products in one or more countries and could
materially damage our reputation, our brand, our international activities, our ability to attract and retain employees and
our business, prospects, operating results and financial condition. These laws also require that we keep accurate books
and records and maintain internal controls and compliance procedures designed to prevent any such actions. While we
have policies and procedures to address compliance with such laws, we cannot assure you that none of our employees,
agents, representatives, business partners or third- party intermediaries will take actions in violation of our policies and
applicable law, for which we may be ultimately held responsible. Any allegations or violation of the FCPA or other
applicable anti- bribery and anti- corruption laws and anti- money laundering laws could result in whistleblower
complaints, sanctions, settlements, prosecution, enforcement actions, fines, damages, adverse media coverage,
investigations, loss of export privileges, severe criminal or civil sanctions, or suspension or debarment from government
contracts, all of which may have an adverse effect on our reputation, business, results of operations, and prospects.
Responding to any investigation or action will likely result in a materially significant diversion of management’ s
attention and resources and significant defense costs and other professional fees. In addition, our products may be
subject to U. S. and foreign export controls, trade sanctions and import laws and regulations. Governmental regulation
of the import or export of our products, or our failure to obtain any required import or export authorization for our
products, when applicable, could harm our international or domestic sales and adversely affect our revenue. Compliance
with applicable regulatory requirements regarding the export of our products may create delays in the introduction of
our products in international markets or, in some cases, prevent the export of our products to some countries altogether.
Furthermore, United States export control laws and economic sanctions prohibit the shipment of certain products and
services to countries, governments, and persons targeted by United States sanctions. If we fail to comply with export and
import regulations and such economic sanctions, penalties could be imposed, including fines and / or denial of certain
export privileges. Moreover, any new export or import restrictions, new legislation or shifting approaches in the
enforcement or scope of existing regulations, or in the countries, persons, or products targeted by such regulations, could
result in decreased use of our products by, or in our decreased ability to export our products to, existing or potential
customers with international operations. Any decreased use of our products or limitation on our ability to export or sell
our products would likely adversely affect our business. 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 sublease for our corporate headquarters expires on December 30, 2024. We are assessing alternative
spaces and, if we move our facility, such relocation, including our obligation to decontaminate our facility, may delay our
product development, expose us to additional liabilities, and increase our costs. Our operations involve the use of
hazardous and flammable materials, including chemicals and biological and radioactive materials. Our operations also
produce hazardous waste products. We generally contract with third parties for the disposal of these materials and
wastes. We cannot eliminate the risk of contamination or injury from these materials. In the event of contamination or
injury resulting from our use of hazardous materials, we could be held liable for any resulting damages, and any liability
could exceed our resources. We also could incur significant costs associated with civil or criminal fines and penalties.
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, this insurance may not provide adequate coverage
against potential liabilities. We do not maintain insurance for environmental liability or toxic tort claims that may be
asserted against us in connection with our storage or disposal of biological, hazardous or radioactive materials. Any legal
proceedings or claims against us could be costly and time- consuming to defend and could harm our reputation
regardless of the outcome. We may in the future become subject to legal proceedings and claims that arise in the
ordinary course of business, including intellectual property, product liability, employment, class action, whistleblower
and other litigation claims, and governmental and other regulatory investigations and proceedings. We may incur
liability under our agreements with third parties, and we are not always indemnified under such agreements. We may
also be exposed to increased litigation from stockholders, suppliers and other third parties due to the combination of our
business and Former Enliven’ s business. For example, we were involved in a legal proceeding in connection with the
Merger, which required the payment of a mootness fee and was voluntarily dismissed by the plaintiff in January 2023.
Such matters can be time- consuming, divert management’ s attention and resources, cause us to incur significant
expenses or liability, or require us to change our business practices. In addition, the expense of litigation and the timing
of this expense from period to period are difficult to estimate, subject to change, and could adversely affect our financial
condition and results of operations. Because of the potential risks, expenses, and uncertainties of litigation, we may, from
time to time, settle disputes, even where we have meritorious claims or defenses, by agreeing to settlement agreements.
Any of the foregoing could adversely affect our business, financial condition, and results of operations. Risks Related to
Employee Matters, Managing Our Growth and Other Risks Related to Our Business Our success is highly dependent on
our ability to attract, hire and retain highly skilled executive officers and employees. We currently have a small team
focused on research and development of small molecule kinase inhibitors. Our ability to discover and develop any
product candidates is dependent on our chemists. To succeed, we must recruit, hire, retain, manage and motivate
qualified clinical, scientific, technical and management personnel, and we face significant competition for experienced
personnel. We are highly dependent on the principal members of our management and scientific and medical staff,
particularly Sam Kintz, our President, Chief Executive Officer and director and Joseph P. Lyssikatos, our Chief
Scientific Officer and director. If we do not succeed in attracting and retaining qualified personnel, particularly at the
management level, it could adversely affect our ability to execute our business plan and harm our operating results. In
particular, the loss of one or more of our executive officers could be detrimental to us if we cannot recruit suitable
replacements in a timely manner. We do not maintain “ Key Person ” insurance for any of our executives or other
employees. We could in the future have difficulty attracting and retaining experienced personnel and may be required to
expend significant financial resources in our employee recruitment and retention efforts. Many of the other
biotechnology companies that we compete against for qualified personnel have greater financial and other resources,
different risk profiles and a longer history in the industry than we do. They also may provide higher compensation, more
diverse opportunities and better prospects for career advancement. Some of these characteristics may be more appealing
to high- quality candidates than what we have to offer. If we are unable to continue to attract and retain high- quality
personnel, the rate and success at which we can discover, develop and commercialize our product candidates will be
limited and the potential for successfully growing our business will be harmed. Our scientific and clinical advisors and
consultants may enter into non- compete agreements with us and, given a shifting legal landscape, such agreements may
or may not continue to be enforceable. Our scientific and clinical advisors and consultants typically will not enter into
non- compete agreements with us. If a conflict of interest arises between their work for us and their work for another
entity, we may lose their services. Furthermore, our advisors may have arrangements with other companies to assist
those companies in developing products or technologies that may compete with ours. In particular, if we are unable to
maintain consulting or employment relationships with our scientific founders and other scientific and clinical advisors
and consultants, or if they provide services to our competitors, our development and commercialization efforts will be
impaired and our business will be significantly harmed. Our reliance on a limited number of employees who provide
various administrative, research and development, and other services across our organization presents operational
challenges that may adversely affect our business. As of December 31, 2023, we had 46 full- time employees. Of these
employees, 36 are engaged in research or product development and clinical activities. The small size of our centralized
team may limit our ability to devote adequate personnel, time, and resources to support our operations or research and
development activities, and the management of financial, accounting, and reporting matters. If our team fails to provide
adequate administrative, research and development, or other services across our organization, our business, financial
condition, and results of operations could be harmed. We will need to grow the size and capabilities of our organization,
and we may experience difficulties in managing this growth. As of December 31, 2023, we had 46 full- time employees.
Of these employees, 36 are engaged in research or product development and clinical activities. In order to successfully



implement our development and commercialization plans and strategies, we expect to need significant additional
managerial, operational, sales, marketing, financial and other personnel. Future growth will impose significant added
responsibilities on members of management, including: ¢ identifying, recruiting, integrating, maintaining adequate
retmbursement, retaining and motivating our current and additional employees; * managing our internal development
efforts effectively, including the preclinical, clinical, FDA, EMA and other comparable foreign regulatory agencies’
review process for eur-ELVN- 001, ELVN- 002, and any other produets— product candidates while complying with any
contractual obligations to contractors and other third parties; * managing increasing operational and managerial
complexity;  complying with additional regulatory and compliance requirements related to advancing our product
candidates and research programs; and * improving our operational, financial and management controls, reporting
systems and procedures. Our future financial performance and our ability to successfully develop and, if approved,
commercialize ELVN- 001, ELVN- 002 and other research programs will depend, in part, on our ability to effectively
manage any future growth, and our management may be-diffietlt-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 key aspects of research,
clinical development, regulatory functions and manufacturing. We also rely, and for the foreseeable future will continue
to rely, on one or more employers of record to engage workers outside of the United States, which could expose the
Company to liability for its employment practices outside of the United States and for liabilities associated with the
employment practices of any such employer of record . There can be no assurance that any-produet-eandidates-the services of
independent organizations , ever-employers of record, advisors and consultants will continue to be available to us on a
t1mely bas1s when needed or that we can find quahﬁed replacements In addition, if they—we are unable to appreved—fer

b d e-service providers is compromised for any reason,
our prechnlcal sltldlcx tejﬁs-t-irﬁy—eeverage—nm fen%ﬁfsefneﬂt—chmcal trials may be extended delayed or termmated the
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S eta p ct-candtda whieh-we-obtain marketing approval for any of our
product candidates or otherw1se advance our business . There may-can be no assurance that we will be able to manage
our existing third- party service providers or find other competent outside contractors and consultants on economically
reasonable terms, or at all. If we are not able to effectively expand our organization by hiring new employees and / or
engaging additional third- party service providers, we may not be able to successfully implement the tasks necessary to
further develop and commercialize ELVN- 001, ELVN- 002 and any other product candidates and, accordingly, may not
achieve our research, development and commercialization goals. Our internal computer systems, or those of any of our
CROs, manufacturers, other contractors or consultants or potential future collaborators, may fail or suffer actual or
suspected security or data privacy incidents or other unauthorized or improper access to, use of, or destruction of our
proprietary or confidential data, employee data, or personal information, which could result in additional costs, loss of
revenue, significant liabilities, harm to our brand and material disruption of our operations, and potentially significant
delays in obtaining-eoverage-our clinical trials and reimbursement-delivery of product to market. In the ordinary course of
our business, we collect, store, process, and transmit large amounts of data, 1ncludmg 1ntellectual property, proprietary

for— or confidential data newly-approved-drags-, employee data, and e

vﬂa-teh—t-he—drttg—personal 1nformatlon We also collect store, process, and transmlt health 1nformatlon, in connectlon with

y 111,11 we do SO a—drttg—w-rl—l—be—patd—fer—m a-H—eases—a secure manner to

ma1nta1n the conﬁdentlahty, 1ntegr1ty, and avallablhty of such data. Our obligations under applicable laws, regulations,
contracts, industry standards, and other documentation may include maintaining the confidentiality, integrity, and
availability of such data in er-our possession at-a-rate-that-eovers-our—- or eests-control , maintaining reasonable and
appropriate security safeguards as part of an information security program, and restrictions on the use and disclosure of
such data. These obligations create potential legal liability to regulators, business partners, clinical trial participants,
employees, and other relevant stakeholders We have outsourced certam elements of our operatlons ( mcludnvT elements

use-of the—elrttg—our 1nformatlon technology 1nfrastructure) to th1rd partles and have t-he—el-rn—xea-l—sett—mg—m—wlﬂeh—rt—ls—usedz
3 may-be 1nc01pomtul -rnte—e*ts&ng—paymeﬂts—fer

the—U-&rted—States—"l"—h-rrd—thlrd - pam payefs—e-ften—technology 1nto our 1nformatlon technology 1nfrastructure, which
collects, processes, transmits and stores intellectual property, proprietary or confidential data, employee data, and
personal information. As a result, we manage a number of third- party providers who may or could have access to our
information technology systems or to our confidential information. In addition, many of those third parties in turn
subcontract or outsource some of their responsibilities to additional third parties. Despite the implementation of security
measures designed to protect systems that store our information, given their size and complexity and the increasing
amounts of information maintained on our internal information technology systems and external processing and storage



systems (e. g., cloud), and those of our third- party CROs, other contractors (including sites performing our clinical
trials) and consultants, these systems are from time to time vulnerable to breakdown or other damage or interruption
from service interruptions, system malfunction, power outages, natural disasters, global pandemics (such as COVID-
19), terrorism, acts of vandalism, war and telecommunication and electrical failures, as well as security breaches and
incidents from inadvertent or intentional actions by our employees, contractors, consultants, business partners, and / or
other third parties (including nation- state and nation- state supported actors), or from cyber- attacks by malicious third
parties (including the deployment of harmful malware, ransomware, viruses, denial- of- service attacks, phishing
attacks, social engineering and other means to affect service reliability and threaten the confidentiality, integrity and
availability of information), which may compromise our system infrastructure or lead to the unauthorized access to or
acquisition, use, corruption, loss, destruction, alteration or dissemination of, or damage to, our data. For example, from
time to time, we experience an increase in phishing and social engineering attacks from third parties in connection with
the increase in remote work in recent years. As a result, we, as well as any of our CROs, clinical trial sites,
manufacturers, other contractors or consultants who may be operating in remote work environments may have
increased cyber security and data security risks, due to increased use of home wi- fi networks and virtual private
networks, as well as increased disbursement of physical machines. While we implement information technology controls
designed to reduce the risk of a cyber security or data security incident, there is no guarantee that these measures will be
adequate to safeguard all systems, especially with an increased number of employees primarily working remotely. To the
extent that any disruption or security incident were to result in any unauthorized, unlawful, or accidental access to, or
acquisition, use, corruption, loss, destruction, unavailability, alteration or dissemination of, or damage to, our data
(including confidential or personal information) or applications, or for it to be believed or reported that any of these
occurred, we could incur liability and reputational damage and the development and commercialization of our product
candidates could be delayed. There can be no assurance that our data protection and security efforts and our investment
in information technology, or the efforts or investments of CROs, consultants or other third parties, will prevent
significant breakdowns or breaches in systems or other cyber security incidents that cause unauthorized, unlawful, or
accidental access to or acquisition, use, corruption, loss, destruction, unavailability, alteration or dissemination of, or
damage to, our data that could have a material adverse effect upon our reputation, business, operations or financial
condition. For example, if such an event were to occur and cause interruptions in our operations, it could result in a
material disruption of our programs (including clinical trials) and the development of our product candidates could be
delayed. In addition, significant disruptions of our internal information technology systems or security incidents could
result in the loss, misappropriation, and / or unauthorized access, use, acquisition, or disclosure of, or the prevention of
access to, data (including trade secrets or other confidential data, intellectual property, proprietary business information,
and personal information), which could result in financial, legal, business, and reputational harm to us. For example,
any such event that leads to unauthorized, unlawful, or accidental access, use, or disclosure of personal information,
including personal information regarding our employees or business partners, could harm our reputation directly,
compel us to comply with breach notification laws, subject us to financial exposure related to investigation of the incident
(including cost of forensic examinations), subject us to mandatory corrective action, and otherwise subject us to liability
under laws and regulations that protect the privacy and security of personal data, which could result in significant legal
and financial exposure and reputational damages that could potentially have an adverse effect on our business. We may
also be required to notify governmental authorities and / or affected individuals of breaches involving personal
information. For example, all S0 states have laws including obligations to provide notification of security breaches of
computer databases that contain personal information to affected individuals, state regulators, and / or others. These
laws are not consistent, and compliance in the event of a widespread security breach or incident may be difficult and
costly. We also may be contractually required to notify affected individuals or other relevant stakeholders of a security
breach or incident. Regardless of our security measures and contractual protections, any actual or perceived security
breach or incident or breach of our contractual obligations could harm our reputation and brand, expose us to potential
liability or require us to expend significant resources on data security and in responding to any such actual or perceived
breach or incident. Notifications and follow- up actions related to a security incident could impact our reputation and
cause us to incur significant costs, including legal expenses and remediation costs. For example, the loss of clinical trial
data from clinical trials could result in delays in our regulatory approval efforts and significantly increase our costs to
recover or reproduce the lost data. We expect to incur significant costs in an effort to detect and prevent security
breaches and incidents, and we may face increased costs and requirements to expend substantial resources in the event
of an actual or perceived security breach or incident. We also rcly apen-Medieare-eoverage-potiey-on third parties to
manufacture our product candldates, and paymeﬂ-t—l-nﬁﬁaﬁeﬂs—m—sef&ng—slmllar events relatmg to their computer systems
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may not have the resources or technical sophlstlcatlon to anticipate or prevent all such cyber- attacks. Techniques used
to obtain unauthorized access to systems are increasingly sophisticated, change frequently and may not be known until
launched against us or our third- party providers. While we have no reason to believe that we have experienced a data
security incident that we have not discovered, attackers have become very sophisticated in the way they conceal their
unauthorized access to systems, and many companies that have been attacked are not aware that they have been
attacked. Any incident that leads to loss of or unauthorized access to, or use, alteration, or disclosure of information of



individuals, including but not limited to personal information regarding our employees, could disrupt our business,
harm our reputation, compel us to comply with applicable data breach notification laws, subject us to time consuming,
distracting and expensive litigation, regulatory investigation and oversight, mandatory corrective action, require us to
verify the correctness of database contents, or otherwise subject us to liability under laws, regulations and contractual
obligations, including those that protect the privacy and security of personal information. This could result in increased
costs to us and result in significant legal and financial exposure and / or reputational harm. There have been and may
continue to be significant supply chain attacks (such as the attacks resulting from vulnerabilities in SolarWinds Orion,
Accellion FTA, Microsoft Exchange, Codecov, Kaseya VSA, MOVEit, Okta, and other widely- used software and
technology infrastructure) and we cannot guarantee that our or our third- party providers’ systems have not been
breached or that they do not contain exploitable defects or bugs that could result in a security breach or incident of, or
other disruption to, our systems and networks or the systems and networks of third parties that support us. Our ability
to monitor our third- party providers’ security measures is limited, and, in any event, malicious third parties may be
able to circumvent those security measures, resulting in the unauthorized, unlawful, or accidental access to, misuse,
disclosure, loss or destruction of our data, including employee personal information and other sensitive information. We
have not experienced a cybersecurity incident that has been determined to be material, but our and our third- party
providers’ and partners’ information technology systems have and may in the future experience cybersecurity incidents
or vulnerabilities that could be exploited from inadvertent or intentional actions of our employees, third- party
providers, business partners, or by malicious third parties. Attacks of this nature are increasing in their frequency, levels
of persistence, sophistication and intensity, and are being conducted by sophisticated and organized groups and
individuals with a wide range of motives and expertise, including organized criminal groups, “ hacktivists, ” nation
states and others. Additionally, due to the geopolitical unrest associated with Russia’ s invasion of Ukraine and the
conflict in the Middle East, we and our CROs, contractors, and other third- party providers and collaborators may be
vulnerable to heightened risks of cybersecurity incidents and security and privacy breaches. Security incidents that
impact our information technology systems could result in breaches of our contracts (some of which may not have
liability limitations and / or require us to indemnify affected parties) and could lead to litigation with collaborators,
clinical trial participants, or other relevant stakeholders. These proceedings could force us to spend money in defense or
settlement, divert management’ s time and attention, increase our costs of doing business, adversely affect our reputation
or otherwise adversely affect our business. Similarly, security incidents could lead to regulatory investigations. We could
be required to fundamentally change our business activities and practices in response to such litigation, which could have
an adverse effect on our business. We may not have applicable or otherwise adequate insurance to protect us from, or
adequately mitigate, liabilities or damages resulting from cyber or privacy incidents. The successful assertion of one or
more large claims against us that exceeds any available insurance coverage that we might have, or results -in changes to
insurance policies (including premium increases our—- or the imposition of large deductible abitity-to-raise-eapital-needed-to
eommeretalize-produets-and-our— or everal-finaneial-eondition-co- insurance requirements), could have an adverse effect on
our business . #In addition, we deeide-cannot be sure that insurance coverage will be available on acceptable terms or
that insurers will not deny coverage as to ptrste-any future claim. Further, any disruption or security incident that does
or is perceived to result in unauthorized, unlawful, or accidental access to or acquisition, use, corruption, loss,
destruction or alteration of, or damage to, our data, including our confidential or proprietary data, could expose us to
litigation and governmental mvestlgatlons, could delay the further development and commerclallzatlon of our Dl oduct
candidates development-efforts-, and ours s Z v
woutd-could be-subject us to add-rt—teﬁal-slgmﬁcant ﬁnes or penaltles for any noncomphance w1th certain state, federal and /
or international privacy and security laws. If we are unable to establish sales or marketing capabilities or enter into
agreements with third parties to sell or market our product candidates, we may not be able to successfully sell or market
our product candldates that obtam 1wul\um y bﬂfdeﬁs—approval We currently do not have and have never had a

: ; d-harmotr or bﬁsrness-sales team . In order Hwve

LOlllllleldllLL any pmduu Ldl]dlddlLS 1f approved we m&y—deve}ep—must bulld marketlng, sales, dlstrlbutlon, managerial
and other non- technical capabilities or make arrangements with third parties to perform these services for each of the
territories in which we may have approval to sell or markets— market our product candidates. We may not be successful
in accomplishing these required tasks. Establishing an internal sales or marketing team with technical expertise and
supporting distribution capabilities to commercialize our product candidates will be expensive and time- consuming and
will require significant attention of our executive officers to manage. Any failure or delay in the development of our
internal sales, marketing and distribution capabilities could adversely impact the commercialization of any of our
product candidates that we obtain approval to market if we do not have arrangements in place with third parties to
provide such services on our behalf. Alternatively, if we choose to collaborate, either globally or on a territory- by-
territory basis, 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 will be
required to negotiate and enter into arrangements with such third parties relating to the proposed collaboration and
such arrangements may prove to be less profitable than commercializing the product on our own. If we are unable to
enter into such arrangements when needed, on acceptable terms or at all, we may not be able to successfully
commercialize any of our product candidates that receive regulatory approval, or any such commercialization may
experience delays or limitations. If we are unable to successfully commercialize our approved product candidates, either
on our own or through collaborations with one or more third parties, our future product revenue will suffer, and we



may incur significant additional losses. A variety of risks associated with marketing our product candidates
internationally could materially adversely affect our busmess We may seek regulatory approval of our product
candidates outside of the United States and +h e y et may—d 0
inforetgirmarkets-, accordingly, we expect that we will lx \le]LLl to addnmnal 11xl\s aﬂd-&neeﬁ&rﬁttes-related to operatmg in
foreign countries if we obtain the necessary approvals , including: « differing regulatory requirements and
reimbursement regimes in foreign countries, such as the lack of pathways for accelerated drug approval, may result in
foreign regulatory approvals taking longer and being more costly than obtaining approval in the United States;  foreign
regulatory authorities may disagree with the design, implementation or results of our clinical trials or our interpretation
of data from nonclinical studies or clinical trials; « approval policies or regulations of foreign regulatory authorities may
significantly change in a manner rendering our clinical data insufficient for approval; » unexpected changes in tariffs,
trade barriers, price and exchange controls and other regulatory requirements; ® cconomic weakness, including inflation,
or ]70llllull ll]\ldbllll\ in pnllleul.u forelgn economies and markets; * compliance the-burden-ofeomplying-with eomplex-and
o ; : luml ILqulltlﬂLHlS appllcable to prlvacy data protectlon m&nyhe%wda-:eh

tax, emplm menl 1mmw1almn nnd labor laws for unplm ees living or 11(1\ elmu abroad; * foreign taxes, 1nclud1ng w1thhold1ng
of payroll taxes;  foreign currency fluctuations, which could result in increased operating expenses and reduced
revenue, and other obligations incident to doing business in another country; ¢ difficulties staffing and managing foreign
operations; ¢ complexities associated with managing multiple payor reimbursement regimes and government payors in
foreign countries; * workforce uncertainty in countries where labor unrest is more common than in the United States : *
language-barrters-potential liability under the FCPA for— or teehnieal-training-comparable foreign regulations ; - redueed
proteetion-of-challenges enforcing our contractual and intellectual property rights , especially in seme-those foreign countries
sthat do not respect and protect 1ntellectual property rlghts fe}ated-pfevaw}eﬂee-e-ﬂgeﬂerte—a-lteﬂ%&mes—m therapeuties-the
same extent as the United States ; * fo g etaations-an e § production shortages
resulting from any events affectmg raw materlal supply or manufacturmg capabllltles abroad and - differingforetgn
retmbursementtandseapes;+business interruptions resulting from geo- political actions, including war and terrorism,
trade policies, treaties and tariffs. These and other risks associated with international operations may materially
adversely affect our ability to attain or maintain profitable operations. Risks Related to Our Intellectual Property Our
commercial success depends in part on our ability to obtain and maintain patent protection and trade secret protection
for our product candidates, proprietary technologies and their uses as well as our ability to operate without infringing
upon the proprietary rights of others. We generally seek to protect our proprietary position by filing patent applications
in the United States and abroad related to our product candidates, proprietary technologies and their uses that are
important to our business. We also seek to protect our proprietary position by acquiring or in- licensing relevant issued
patents or pending applications from third parties. Pending patent applications cannot be enforced against third parties
practicing the technology claimed in such applications unless, and until, patents issue from such applications, and then
only to the extent the issued claims cover the technology. There can be no assurance that our patent applications or the
patent applications of our future licensors will result in patents being issued or that issued patents will afford sufficient
protection against competitors with similar technology, nor can there be any assurance that the patents issued will not
be infringed, designed around or invalidated by third parties. Even issued patents may later be found invalid or
unenforceable or may be modified or revoked in proceedings instituted by third parties before various patent offices or
in courts. The degree of future protection for our and our licensors’ proprietary rights is uncertain . Only limited
protection may be avanlable and peteﬁt-ra-l-l-y—may not madeqtr&te——— adequately feﬂﬂbursemeﬁt—ef—protect our rlghts ot or
permit us produets alp ston v gi-laws v G
disptl-te—l-f—ﬂsks—re}ated-lo gain or keep any e-ﬁcompetltlve advantage t-hese—These uncertainties ﬂ&atertahzes—rt—and / or
limitations in our ability to properly protect the intellectual property rights relating to our product candidates could have
a material adverse effect on our financial condition and results of operations. We cannot be certain that the claims in our
United States pending patent applications, corresponding international patent applications and patent applications in
certain foreign territories, or those of our future licensors, will be considered patentable by the United States Patent and
Trademark Office (“ USPTO ), courts in the United States or by the patent offices and courts in foreign countries, nor
can we be certain that the claims in our future issued patents will not be found invalid or unenforceable if challenged.
The patent application process is subject to numerous risks and uncertainties, and there can be no assurance that we or
any of our potential future collaborators will be successful in protecting our product candidates by obtaining and
defending patents. These risks and uncertainties include the following: « the USPTO and various foreign governmental
patent agencies require compliance with a number of procedural, documentary, fee payment and other provisions
during the patent process, the noncompliance with which can result in abandonment or lapse of a patent or patent
application, and partial or complete loss of patent rights in the relevant jurisdiction; * patent applications may not result
in any patents being issued; ¢ the FDA and its counterparts in other countries require detailed information of clinical
trials to be included in certain public forums which may limit the patentability of certain disclosed inventions; * patents
may be challenged, invalidated, modified, revoked, circumvented, found to be unenforceable or otherwise may not
provide any competitive advantage; * our competitors, many of whom have substantially greater resources than we do
and many of whom have made significant investments in competing technologies, may seek or may have already




obtained patents that will limit, interfere with or eliminate our ability to make, use and sell our potential product
candidates; * there may be significant pressure on the United States government and international governmental bodies
to limit the scope of patent protection both inside and outside the United States for disease treatments that prove
successful, as a matter of public policy regarding worldwide health concerns; and * countries other than the United
States may have patent laws less favorable to patentees than those upheld by United States courts, allowing foreign
competitors a better opportunity to create, develop and market competing product candidates. The patent prosecution
process is also expensive and time- consuming, and we and any future licensors may not be able to file and prosecute all
necessary or desirable patent applications at a reasonable cost or in a timely manner or in all jurisdictions where
protection may be commercially advantageous. It is also possible that we or any future licensors will fail to identify
patentable aspects of our research and development output before it is too late to obtain patent protection. We may be
subject to claims that former employees or other third parties have an ownership interest in our patents or other
intellectual property. We may be subject to ownership disputes in the future arising from, for example, conflicting
obligations of consultants or others who are involved in developing our product candidates. Although it is our policy to
require our employees and contractors who may be involved in the conception or development of intellectual property to
execute agreements assigning such intellectual property to us, we may be unsuccessful in executing such an agreement
with each party who, in fact, conceives or develops intellectual property that we regard as our own, and we cannot be
certain that our agreements with such parties will be upheld in the face of a potential challenge, or that they will not be
breached, for which we may not have an adequate remedy. In addition, the laws of some countries may prohibit the
contractual assignment of intellectual property prior to its creation. The assignment of intellectual property rights may
not be self- executing or the assignment agreements may be breached, and litigation may be necessary to defend against
these and other claims challenging inventorship or ownership. 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 or entitlement
disputes. We may be required to disclaim part or all of the term of certain patents or all of the term of certain patent
applications. There may be prior art of which we are not aware that may affect the validity or enforceability of a patent
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.
Since patent applications in the United States and other countries are confidential for a period of time after filing, at any
moment in time, we cannot be certain that we were in the past or will be in the future the first to file any patent
application related to our product candidates. For example, some patent applications in the United States may be
maintained in secrecy until the patents are issued. Further, publications in the scientific literature often lag behind actual
discoveries. We may not be able to obtain or maintain patent applications and patents due to the subject matter claimed
in such patent applications and patents being in the public domain. In some cases, the work of certain academic
researchers in the cancer therapeutics field has entered the public domain, which may preclude our ability to obtain
patent protection for certain inventions relating to such work. Consequently, we cannot be certain that others have not
filed patent applications for technology covered by our owned, and any of our future 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 an application for the
technology. In addition, although we enter into non- disclosure and confidentiality agreements with parties who have
access to patentable aspects of our research and development output, such as our employees, outside scientific
collaborators, CROs, third- party manufacturers, consultants, advisors and other third parties, any of these parties may
breach such agreements and disclose such output before a patent application is filed, thereby jeopardizing our ability to
seek patent protection. Litigation may be necessary to defend against these and other claims challenging inventorship or
ownership. If we fail in defending any such claims, in addition to paying monetary damages, we may lose valuable
intellectual property rights. Such an outcome could have a material adverse effect on our Chinteal-trial-and
produet-hiability lawsuits- Even if we are successful in defending such claims, litigation could result in substantial
costs and distraction to management and other employees. In addition, the laws of some foreign countries, such as China
where some of our CROs are based, may not protect our intellectual property rights to the same extent as do the laws of
the United States and, even if they do, uneven enforcement and procedural barriers may exist in such countries. Damage
awards resulting from successful litigation in foreign jurisdictions may not be in amounts commensurate with damage
awards in the U. S. It is possible that defects of form in the preparation or filing of our patents or patent applications
may exist, or may arise in the future, for example with respect to proper priority claims, inventorship, claim scope, or
requests for patent term adjustments. If there are material defects in the form, preparation, prosecution, or enforcement
of our patents or patent applications, such patents may be invalid and / or unenforceable, and such applications may
never result in valid, enforceable patents. Any of these outcomes could impair our ability to prevent competition from
third parties, which may have an adverse impact on our business. In addition to the protection provided by our patent
estate, we rely on trade secret protection and confidentiality agreements to protect proprietary know- how that is not
amenable to patent protection. Although we generally require all of our employees to assign their inventions to us eetld
divert, and all of our employees, consultants, advisors and any third parties who have access to our proprietary know-
how, information, eti+—- or resetrees-technology to enter into confidentiality agreements , we cannot provide any
assurances that all such agreements have been duly executed, or that our trade secrets and other confidential
proprietary information will not be disclosed. In addition, while we have undertaken reasonable efforts to ensure such
agreements are enforceable and that employees and third parties comply with their obligations thereunder, these
agreements may be found insufficient by a court of law or may be breached, or we may not enter into sufficient
agreements with such individuals in the first instance, in either case potentially resulting in the unauthorized use or



disclosure of our trade secrets and other intellectual property, including to our competitors, which ineur
substanttaHiabilittes-lose any competitive advantage resulting from this intellectual property. Individuals not subject to
invention assignment agreements may make adverse ownership claims to our current future intellectual property.
Moreover, our competitors may independently develop knowledge, methods and know- how equivalent to our trade
secrets. Competitors could purchase our products, if approved, and replicate some or all of the competitive advantages
we derive from our development efforts for technologies on which we do not have patent protection. If any of our trade
secrets were to be lawfully obtained or independently developed by a competitor, we would have no right to prevent
them, or those to whom they communicate it, from using that technology or information to compete with us. If any of
our trade secrets were to be disclosed to or independently developed by a competitor, our competitive position would be
harmed. Enforcing a claim that a third- party entity illegally obtained and is using any of our trade secrets is expensive
and time- consuming, and the outcome is unpredictable, and we may not be able to obtain adequate remedies for such
breaches. 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 intellectual property may not provide us with sufficient rights to exclude others from commercializing
products similar or identical to ours. If the scope of any patent protection we obtain is not sufficiently broad, or if we
lose any of our patent protection, our ability to prevent our competitors from commercializing similar or identical
product candidates would be adversely affected. The patent position of biopharmaceutical companies generally is highly
uncertain, involves complex legal and factual questions, and has been the subject of much litigation in recent years. As a
result, the issuance, scope, validity, enforceability and commercial value of our patent rights are highly uncertain. Our
pending and future patent applications and those of our future licensors may not result in patents being issued which
protect our product candidates or which effectively prevent others from commercializing competitive product
candidates. In fact, patent applications may not issue as patents at all. Moreover, the coverage claimed in a patent
application can be significantly reduced before the patent is issued, and our scope can be reinterpreted after issuance.
Even if patent applications we own or in- license in the future issue as patents, they may not issue in a form that will
provide us with any meaningful protection, prevent competitors or other third parties from competing with us, or
otherwise provide us with any competitive advantage. Any patents that we own or in- license may be challenged or
circumvented by third parties or may be narrowed or invalidated as a result of challenges by third parties.
Consequently, we do not know whether our product candidates will be protectable or remain protected by valid and
enforceable patents. Our competitors or other third parties may be able to circumvent our patents or the patents of our
future licensors by developing similar or alternative technologies or products in a non- infringing manner which could
materially adversely affect our business, financial condition, results of operations and prospects. The issuance of a patent
is not conclusive as to our inventorship, scope, validity or enforceability, and our patents or the patents of our future
licensors may be challenged in the courts or patent offices in the United States and abroad. We may be subject to a third-
party pre- issuance submission of prior art to the USPTO, or become involved in opposition, derivation, revocation,
reexamination, post- grant review (“ PGR ”) and inter partes review (“ IPR ”), or other similar proceedings challenging
our owned patent rights. An adverse determination in any such submission, proceeding or litigation could reduce the
scope of, or invalidate or render unenforceable, our patent rights, allow third parties to commercialize our product
candidates and compete directly with us, without payment to us, or result in our inability to manufacture or
commercialize products without infringing third- party patent rights. Moreover, our patents or the patents of our future
licensors may become subject to post- grant challenge proceedings, such as oppositions in a foreign patent office, that
challenge our priority of invention or other features of patentability with respect to our patents and patent applications
and those of our future licensors. Such challenges may result in loss of patent rights, loss of exclusivity or in patent
claims being narrowed, invalidated or held unenforceable, which our ability to stop others from using or
eommeretalization-- commercializing similar or identical technology and products, or limit the duration of any-the
patent protection of our product candidates. Such proceedings also may result in substantial cost and require significant
time from our scientists and management, even if the eventual outcome is favorable to us. In addition, if the breadth or
strength of protection provided by our patents and patent applications or the patents and patent applications of our
future licensors is threatened, regardless of the outcome, it could dissuade companies from collaborating with us to
license, develop or commercialize current or future product candidates. Any of the foregoing could have a material
adverse effect on our business, financial condition, results of operations and prospects. Intellectual property rights do not
necessarily address all potential threats to our competitive advantage. The degree of future protection afforded by our
intellectual property rights is uncertain because intellectual property rights have limitations and may not adequately
protect our business or permit us to maintain our competitive advantage. For example: ¢ others may be able to develop

are similar to our product candidates but that are not covered by the claims of the patents that wc own or
license; * we or our future licensors or collaborators might not have been the first to make the inventions covered by the
issued patents or patent application that we own or license; * we or our future licensors or collaborators might not have
been the first to file patent applications covering certain of our inventions; * others independently similar or
alternative technologies or duplicate any of our technologies without infringing our intellectual property rights; e it is
possible that the pending patent applications we own or license will not lead to issued patents; ¢ issued patents that we
own or license may be held invalid or unenforceable, as a result of legal challenges by our competitors; * our competitors
might conduct research and development activities in countries where we do not have patent rights and then use the
information learned from such activities to develop competitive products for sale in our major commercial markets; * we
may not develop additional proprietary technologies that are patentable; * we or our licensors may fail to meet



obligations to the U. S. government with respect to any future in- licensed patents and patent applications funded by U.
S. government grants, leading to the loss of patent rights;  we may not be able to generate sufficient data to support full
patent applications that protect the entire breadth of developments in one or more of our programs; * we may not
successfully commercialize the product candidates, if approved, before our relevant patents expire; * the patents of
others or pending or future applications of others may have an adverse effect on our business; and * we may choose not
to file a patent in order to maintain certain trade secrets or know- how, and a third party may subsequently file a patent
covering such intellectual property. Should any of these events occur, it could significantly harm our business, results of
operations and prospects. Our commercial success depends significantly on our ability to operate without infringing the
patents and other proprietary rights of third parties. Claims by third parties that we infringe their proprietary rights
may result in liability for damages or prevent or delay our developmental and commercialization efforts. Our
commercial success depends in part on avoiding infringement of the patents and proprietary rights of third parties.
However, our research, development and commercialization activities may be subject to claims that we infringe or
otherwise violate patents or other intellectual property rights owned or controlled by third parties. Other entities may
have or obtain patents or proprietary rights that could limit our ability to make, use, sell, offer for sale or import our
product candidates and products that may be approved in the future, or impair our competitive position. There is a
substantial amount of litigation, both within and outside the United States, involving patent and other intellectual
property rights in the biopharmaceutical industry, including patent infringement lawsuits, oppositions, reexaminations,
IPR proceedings and PGR proceedings before the USPTO and / or corresponding foreign patent offices. Numerous
third- party United States and foreign issued patents and pending patent applications exist in the fields in which we are
developing product candidates. There may be third- party patents or patent applications with claims to materials,
formulations, methods of manufacture or methods for treatment related to the use or manufacture of our product
candidates. As the biopharmaceutical industry expands and more patents are issued, the risk increases that our product
candidates may be subject to claims of infringement of the patent rights of third parties. Because patent applications can
take many years to issue, there may be currently- pending patent applications that may later result in issued patents that
our product candidates may infringe. In addition, identification of third- party patent rights that may be relevant to our
technology is difficult because patent searching is imperfect due to differences in terminology among patents, incomplete
databases and the difficulty in assessing the meaning of patent claims. Generative artificial intelligence resources that
are publicly available present a risk that a company may inadvertently obtain, incorporate, or use a third party’ s
intellectual property. There is also no assurance that there is not prior art of which we are aware, but which we do not
believe is relevant to our business, which may, nonetheless, ultimately be found to limit our ability to make, use, sell,
offer for sale or import our products that may be approved in the future, or impair our competitive position. In addition,
third parties may obtain patents in the future and claim that use of our technologies infringes upon these patents. Any
claims of patent infringement asserted by third parties would be time consuming and could: ¢ result in costly litigation
that may cause negative publicity; ¢ divert the time and attention of our technical personnel and management; ¢ cause
development delays; * prevent us from commercializing any of our product candidates until the asserted patent expires
or is held finally invalid or not infringed in a court of law; ¢ require us to develop non- infringing technology, which may
not be possible on a cost- effective basis; * subject us to significant liability to third parties; or * require us to enter into
royalty or licensing agreements, which may not be available on commercially reasonable terms, or at all, or which might
be non- exclusive, which could result in our competitors gaining access to the same technology. Although no third party
has asserted a claim of patent infringement against us as of the date of this Annual Report on Form 10- K, others may
hold proprietary rights that could prevent our product candidates from being marketed. It is possible that a third party
may assert a claim of patent infringement directed at any of our product candidates. Any patent- related legal action
against us claiming damages and seeking to enjoin commercial activities relating to our product candidates, treatment
indications, or processes could subject us to significant liability for damages, including treble damages if we were
determined to willfully infringe, and require us to obtain a license to manufacture or market 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 faee-cannot predict whether we would prevail in any such
actions or that any license required under any of these patents would be made available on commercially acceptable
terms, if at all. Moreover, even if we or our future strategic partners were able to obtain a license, the rights may be
nonexclusive, which could result in our competitors gaining access to the same intellectual property. In addition, we
cannot be certain that we could redesign our product candidates, treatment indications, or processes to avoid
infringement, if necessary. Accordingly, an inherent-adverse determination in a judicial or administrative proceeding, or
the failure to obtain necessary licenses, could prevent us from developing and commercializing our product candidates,
which could harm our business, financial condition and results of operations. In addition, intellectual property litigation,
regardless of our outcome, may cause negative publicity and could prohibit us from marketing or otherwise
commercializing our product candidates and technology. Parties making claims against us may be able to sustain the
costs of complex patent litigation more effectively than we can because they have substantially greater resources.
Furthermore, because of the substantial amount of discovery required in connection with intellectual property litigation
or administrative proceedings, there is a that some of our confidential information could be compromised by
disclosure. In addition, any uncertainties resulting from the initiation and continuation of any litigation could have a
material adverse effect on our ability to raise additional funds or otherwise have a material adverse effect on our
business, results of operations, financial condition and prospects. Because our development programs may in the future
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 third- party proprietary rights. Because our development programs may in the future
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 third- party proprietary rights. 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 for development and commercialization of our product candidates, either as a monotherapy or in
combination with other drugs. The licensing and acquisition of third- party intellectual property rights is a competitive
area, and a number of more established companies may pursue strategies to license or acquire third- party intellectual
property rights that we may consider attractive or necessary. These established companies may have a competitive
advantage over us due to their size, capital resources and greater clinical trial-development and commercialization
capabilities. In addition, companies that perceive us to be a competitor may be unwilling to assign or license rights to us.
We also may be unable to license or acquire third- party intellectual property rights on terms that would allow us to
make and-- an appropriate return on our investment or at all. If we are unable to successfully obtain rights to required
third- party intellectual property rights or maintain the existing intellectual property rights we have, we may have to
abandon development of the relevant program or product Habiity-exposure-related-candidate, which could have a material
adverse effect on our business, financial condition, results of operations, and prospects. We may be involved in lawsuits
to protect or enforce our patents or our future licensors’ patents, which could be expensive, time consuming and
unsuccessful. Further, our issued patents or our future licensors’ patents could be found invalid or unenforceable if
challenged in court. Competitors may infringe our intellectual property rights. To prevent infringement or unauthorized
use, we may be required to file infringement claims, which can be expensive and time- consuming. In addition, in a
patent infringement proceeding, a court may decide that a patent we own or in- license is not valid, is unenforceable and
/ or is not infringed. If we or any of our potential future collaborators were to initiate legal proceedings against a third
party to enforce a patent directed at one of our product candidates, the defendant could counterclaim that our patent or
the patent of our future licensors is invalid and / or unenforceable in whole or in part. In patent litigation in the United
States, defendant counterclaims alleging invalidity and / or unenforceability are commonplace. Grounds for a validity
challenge include an alleged failure to meet any of several statutory requirements, including lack of novelty, obviousness,
lack of sufficient written description, non- enablement, or obviousness- type double testing-patenting . Grounds for an
unenforceability assertion could include an allegation that someone connected with prosecution of the patent withheld
relevant information from the USPTO or made a misleading statement during prosecution. Third parties may also raise
similar invalidity claims before the USPTO or patent offices abroad, even outside the context of litigation. Such
mechanisms include re- examination, PGR, IPR, derivation proceedings, and equivalent proceedings in foreign
jurisdictions (e. g., opposition proceedings). The outcome following legal assertions of invalidity and / or 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 future licensors, and the patent examiners are unaware during prosecution. There is also no
assurance that there is not prior art of which we are aware, but which we do not believe affects the validity or
enforceability of a claim in our patents and patent applications or the patents and patent applications of our future
licensors, which may, nonetheless, ultimately be found to affect the validity or enforceability of a claim. If a third party
were to prevail on a legal assertion of invalidity or unenforceability, we would lose at least part, and perhaps all, of the
patent protection on our technology, or any product candidates that we may develop . Such a loss of patent protection
would have a material adverse impact on our business, financial condition, results of operations and prospects. In
addition, if the breadth or strength of protection provided by our patents and patent applications or the patents and
patent applications of our future licensors is threatened, it could dissuade companies from collaborating with us to
license, develop or commercialize current or future product candidates. Even if resolved in Pateﬁts—have—a—hmﬁeé
Hfespandnthe-United States,if all maintenance fees are timely paid,the natural expiration of a patent is generally 20 years from
its carliest Hntted-States-U.S. non- provisional filing date.Various extensions may be available,but the life of a pdlull.zmd the
protection it affords,is limited.Even if patents covering eur-any product candidates are obtained,once the patent life has
expired,we may be open to competition from competitive products ,including generics or biosimilars .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 te-exetade-—clinical trials;-and preclinical data and launch their product earlier than
might otherwise be the case. We may not be able to protect our intellectual property rlghts throughout the world.
Although we have pending patent apphcatlons in the United States and will faee-aspects of our future-tieensors
business,could put our patents at risk of being invalidated or interpreted narrowly and-could put our patent applications erthe
patent-appheations-efour-futare-leensers-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 and proprietary rights around the world may be
inadequate to obtain a significant commercial advantage from the intellectual property that we develop or license.Many
countries have compulsory licensing laws under which a patent owner may be compelled to grantlieenses-an inadvertent lapse
can be cured by payment of a late fee or by other means in accordance with rules applicable to the particular
jurisdiction. However, there are situations in which noncompliance can result in abandonment or lapse of the patent or
patent apphcatlon, resultmg in partlal or complete loss of patent rights in the relevant jurisdiction. If such an evern-event
o pro develep-were to occur, it could have a material adverse effect
on our busmess 3JbL1=ﬂ-}e—vv‘e—e’cﬂ=1=eﬂt-l-y—If our trademarks and trade names arc not developing-adequately protected, then we
may not be able to build name recognition in our markets of interest and our business may be adversely affected. We




intend to use trademarks or trade names to brand our products. 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, which we need to build name recognition among potential
partners or customers in our markets of interest. We have not registered of our trademarks, which could adversely
affect our ability to defend our trademark rights. At times, competitors may adopt trade names or trademarks similar to
ours, thereby impeding our ability to build brand identity and possibly leading to market confusion. In addition, there
could be potential trade name or trademark infringement claims brought by owners of other trademarks that
incorporate variations of our trademarks or trade names. Over the long term, if we are unable to establish name
recognition based on our trademarks and trade names, then we may not be able to compete effectively, and our business
may be adversely affected. Our efforts to enforce or protect our proprietary rights related to trademarks, trade secrets,
domain names, copyrights or other intellectual property may be ineffective and could result in substantial costs and
diversion of resources and could adversely affect our financial condition or results of operations. We may be subject to
claims that we or our employees have wrongfully used or disclosed alleged confidential information or trade secrets. We
have entered into and may enter in the future into non- disclosure and confidentiality agreements to protect the
proprietary positions of third parties, such as outside scientific collaborators, CROs, third- party manufacturers,
consultants, advisors, potential partners, and other third parties. We may become subject to litigation where a third
party asserts that we or our employees inadvertently or otherwise breached the agreements and used or disclosed trade
secrets or other information proprietary to the third parties. Defense of such matters, regardless of their merit, could
involve substantial litigation expense and be a substantial diversion of employee resources from our business. We cannot
predict whether we would prevail in any such actions. Moreover, intellectual property litigation, regardless of its
outcome, may cause negative publicity and could prohibit us from marketing or otherwise commercializing our

technology. Failure to defend against any such claim could subject us to significant liability for monetary
damages or prevent or delay our developmental and commercialization efforts, which could adversely affect our
business. Even if we are successful in defending against these claims, litigation could result in substantial costs and be a
distraction to our management team and other employees. Parties making claims against us may be able to sustain the
costs of complex intellectual property litigation more effectively than we can because they substantially greater
resources. 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. In addition, any
uncertainties resulting from the initiation and continuation of any litigation could have a material adverse effect on our
ability to raise additional funds or otherwise have a material adverse effect on our business, operating results, financial
condition and prospects. We may be subject to claims that we have wrongfully hired an employee from a competitor or
that we or our employees have wrongfully used or disclosed alleged confidential information or trade secrets of their
former employers. As is common in the pharmaceutical industry, in addition to our employees, we engage the services of
consultants to assist us in the development of our product candidates. Many of these consultants, and many of our
employees, were previously employed at, or may have previously provided or may be currently providing consulting
services to, other pharmaceutical companies including our competitors or potential competitors. We may become subject
to claims that we, our employees or a consultant inadvertently or otherwise used or disclosed trade secrets or other
information proprietary to their former employers or their former or current clients. 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, which could adversely affect our business. Even if we are
successful in defending against these claims, litigation could result in substantial costs and be a distraction to our
management team and other employees. Our rights to develop and commercialize our technology and product
candidates may be subject, in part, to the terms and conditions of licenses granted to us by others. We may enter into
license agreements in the future with others to advance our existing or future research or allow commercialization of our
existing or future product candidates. These licenses may nio-not provide exclusive rights to use such intellectual property
and technology in all relevant fields of use and in all territories in which we may wish to develop or commercialize our
technology and in the future. In addition, subject to the terms of any such license agreements, we may not have
the right to control the preparation, filing, prosecution, maintenance, enforcement, and defense of patents and patent
applications covering the technology that we license from third parties. In such an event, we cannot be certain that these
patents and patent applications will be prepared, filed, prosecuted, maintained, enforced, and defended in a manner
consistent with the best interests of our business. If our future licensors fail to prosecute, maintain, enforce, and defend
such patents or patent applications, or lose rights to those patents or patent applications, the rights we have licensed may
be reduced or eliminated, and our right to develop and commercialize any of our future product candidates that are the
subject of such licensed rights could be adversely affected. Our future licensors may rely on third- party consultants or
collaborators or on funds from third parties such that our future licensors are not the sole and exclusive owners of the
patents we in- license. If other third parties have ownership rights to our future in- licensed patents, they may be able to
license such patents to our competitors, and our competitors could market competing products and technology. This
could have a material adverse effect on our competitive position, business, financial conditions, results of operations, and
prospects. It is possible that we may be unable to obtain licenses at a reasonable cost or on reasonable terms, if at all.
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 redesign our
technology, product candidates, or the methods for manufacturing them or to develop or license replacement technology,
all of which may not be feasible on a technical or commercial basis. If we are unable to do so, we may be unable to



develop or commercialize the affected product candidates, which could harm our business, financial condition, results of
operations, and prospects significantly. We cannot provide any assurances that third- party patents do not exist which
might be enforced against our current technology, manufacturing methods, product candidates, or future methods or
products resulting in either an injunction prohibiting our manufacture or future sales, or, with respect to our future
sales, an obligation on our part to pay royalties and / or other forms of compensation to third parties, which could be
significant. If we fail to comply with our obligations in the agreements under which we license intellectual property
rights from third parties or otherwise experience disruptions to our business relationships with our future licensors, we
could lose license rights that are important to our business. Disputes may arise between us and our future licensors
regarding intellectual property subject to a license agreement, including: * the scope of rights granted under the license
agreement and other interpretation- related issues; * whether and the extent to which our technology and processes
infringe on intellectual property of the licensor that is not subject to the licensing agreement; ¢ our right to sublicense
patents and other rights to third parties; * our diligence obligations under the license agreement and what activities
satisfy those diligence obligations; * our right to transfer or assign the license; ¢ the inventorship and ownership of
inventions and know- how resulting from the joint creation or use of intellectual property by our future licensors and us
and our partners; and ¢ the priority of invention of patented technology. In addition, the agreements under which we
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 license in the future prevent or impair our ability to maintain our 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. Despite our best efforts, our future licensors might conclude that we materially breached our
license agreements and might therefore terminate the license agreements, thereby removing our ability to develop and
commercialize products and technology covered by these license agreements. If these in- licenses are terminated, or if the
underlying patents fail to provide the intended exclusivity, competitors will have the freedom to seek regulatory approval
of, and to market, products identical to ours. This could have a material adverse effect on our competitive position,
business, financial conditions, results of operations, and prospects. Intellectual property discovered through government
funded programs may be subject to federal regulations such as “ march- in ” rights, certain reporting requirements and
a preference for United States- based companies. Compliance with such regulations may limit our exclusive rights and
limit our ability to contract with non- United States manufacturers. Although we do not currently own issued patents or
pending patent applications that have been approved-generated through the use of United States government funding, we
may acquire or license in the future intellectual property rights that have been generated through the use of United
States government funding or grants. Pursuant to the Bayh- Dole Act of 1980, the United States government has certain
rights in inventions developed with government funding. On December 8, 2023, the National Institute of Standards and
Technology (" NIST") released the Draft Interagency Guidance Framework for Considering the Exercise of March- In
Rights (“ Guidance ) to the public for comment. The Guidance represents the first federal framework specifying that
price can be a factor in considering whether the government may exercise its march- in authority pursuant to 35 U. S. C.
200 et seq. (Bayh- Dole). These United States government march- in rights include a non- exclusive, non- transferable,
irrevocable worldwide license to use inventions for any governmental purpose. In addition, the United States government
has the right, under certain limited circumstances, to require us to grant exclusive, partially exclusive, or non- exclusive
licenses to any of these inventions to a third party if it determines that: (1) adequate steps have not been taken to
eommeretal-commercialize sate-the invention; (2) government action is necessary to meet public health or safety needs;
or (3) government action is necessary to meet requirements for public use under federal regulations, also referred to as
march- in rights. If the United States government exercised its march- in rights in our future intellectual property rights
that are generated through the usc of produeteandidates-United States government funding or grants, we could be forced
to llcense or subhcense mtellectual property developed by us or that we license on terms unfavorable to irrelinteal-trials;

y ose-us , and there can to-iability-elaims—These-elaims-might-be no
assurance ﬂ%ade—by-p&&eﬂfs—lhdl use-we would recelve compensation from the United States government produet-healtheare

providers;pharmaceutieal-companies-or-for othersseling-the exercise of such produetsrights . Hf+we-eannotsueeessfully
defend-ourselves-againstelatms-The United States government also has the right to take title to these inventions if the
grant recipient fails to disclose the invention to the government or fails to file an application to register the intellectual
property within specified time limits. Intellectual property generated under a government funded program is also
subject to certain reporting requirements, compliance with which may require us to expend substantial resources. In
addition, the United States government requires that any products embodying any of these inventions or produced
through the use of any of these inventions be manufactured substantially in the United States. This preference for United
States industry may be waived by the federal agency that provided the funding if the owner or assignee of the intellectual
property can show that reasonable but unsuccessful efforts have been made to grant licenses on similar terms to potential
licensees that would be likely to manufacture substantially in the United States or that under the circumstances domestic
manufacture is not commerclally feasible. This preference for United States industry may limit our ability to contract
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our-assets-may-notbe-sufftetentto-eover-covered by such intellectual property etaims-and-ourbustness-operations-eonld-be
tmpaired-. Risks Related to Our Dependence on Third Partiecs We rely on third parties to conduct preclinical studies and
clinical trials and those third parties may not perform satisfactorily, including failing to meet deadlines for the
completion of such trials, research and studies. We currently utilize and depend upon, and plan to utilize and depend
upon, independent investigators and collaborators, such as medical institutions, CROs, CMOs, and strategic partners to
conduct and support our preclinical studies and clinical trials under agreements with us. For example, we use
Pharmaron to conduct preclinical studies and clinical trials and provide us with APIs. Since Pharmaron is located in
China, we are exposed to the possibility of product supply disruption and increased costs in the event of changes in the
policies of the United States or Chinese governments, political unrest or unstable economic conditions in China. For
example, a trade war could lead to tariffs on the APIs we obtain from Pharmaron. Any of these matters could materially
and adversely affect our business and results of operations. Further, we may be exposed to fluctuations in the value of the
local currency in China. Future appreciation of the local currency could increase our costs. In the future, we may also
rely on third parties for the manufacture of any companion diagnostics we may develop. These third parties have had
and will continue to have a significant role in the conduct of our preclinical studies and clinical trials and the subsequent
collection and analysis of data. Our third parties are not our employees, and except for remedies available to us under
our agreements with such third parties, we have limited ability to control the amount or timing of resources that any
such third party will devote to our preclinical studies or clinical trials. The third parties we rely on for these services
may also have relationships with other entities, some of which may be our competitors, for whom they may also be
conducting clinical trials or other drug development activities, which could affect their performance on our behalf. Some
of these third parties may terminate their engagements with us at any time. We also expect to have to negotiate budgets
and contracts with CROs, clinical trial sites and CMOs and we may not be able to do so on favorable terms, which may
result in delays to our development timelines and increased costs. If we need to enter into alternative arrangements with,
or replace or add any third parties, it would involve substantial cost and require extensive management time and focus,
or involve a transition period, and may delay our drug development activities, as well as materially impact our ability to
meet our desired clinical development timelines. Our heavy reliance on these third parties for such drug development
activities will reduce our control over these activities. As a result, we will have less direct control over the conduct, timing
and completion of preclinical studies and clinical trials and the management of data developed through preclinical
studies and clinical trials than would be the case if we were relying entirely upon our own staff. Nevertheless, we are
responsible for ensuring that each of our studies and trials is conducted in accordance with applicable protocol, legal and
regulatory requirements and scientific standards, and our reliance on third parties does not relieve us of our regulatory
responsibilities. For example, we will remain responsible for ensuring that each of our clinical trials is conducted in
accordance with the general investigational plan and protocols for the trial. Moreover, the FDA requires us to comply
with GCP standards, regulations for conducting, recording and reporting the results of clinical trials to assure that data
and reported results are reliable and accurate and that the rights, integrity and confidentiality of trial participants are
protected. The EMA also requires us to comply with similar standards. Regulatory authorities enforce these GCP
requirements through periodic inspections of trial sponsors, principal investigators and trial sites. If we or any of our
CROs fail to comply with applicable GCP requirements, the clinical data generated in our clinical trials may be deemed
unreliable and the FDA, EMA or comparable foreign regulatory authorities may require us to perform additional
clinical trials before approving our marketing applications. There can be no assurance that upon inspection by a given
regulatory authority, such regulatory authority will determine that any of our clinical trials substantially comply with
GCP regulations. In addition, our clinical trials must be conducted with product produced under current cGMP
regulations and will require a large number of test patients. 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. If these
third parties do not successfully carry out their contractual duties, meet expected deadlines or conduct our clinical trials
in accordance with regulatory requirements or our stated protocols, or if these third parties need to be replaced, we will
not be able to obtain, or may be delayed in obtaining, marketing approvals for our product candidates and will not be
able to, or may be delayed in our efforts to, successfully commercialize our product candidates. 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. We contract with third parties for the manufacture of our product
candidates for preclinical studies and clinical trials and expect to do so ultimately for commercialization, and the loss of
these third parties or their inability to supply us with sufficient quality and quantities of our product candidates or such
quantities at an acceptable cost could delay, prevent or impair our development or commercialization efforts. We do not



currently have the infrastructure or internal capability to manufacture supplies of our product candidates for use in
development and commercialization. We rely, and expect to continue to rely, on third- party manufacturers for the
production of our product candidates for preclinical studies and clinical trials under the guidance of members of our
organization. Any supply interruption in limited or sole sourced materials could materially harm our ability to
manufacture our product candidates until a new source of supply, if any, could be identified and qualified. We may be
unable to find a sufficient alternative supply channel in a reasonable time or on commercially reasonable terms. To date,
we have obtained APIs and drug product for our product candidates from certain single- source CMOs. Any
performance failures by such CMOs could materially harm our business. We do not have long- term supply agreements
and may not be able to secure supply agreements, and we purchase our required drug product on a purchase order basis,
which means that aside from any binding purchase orders we have from time to time, our supplier could cease supplying
to us or change the terms on which it is willing to continue supplying to us at any time. If we were to experience an
unexpected loss of supply of any of our product candidates for any reason, whether as a result of manufacturing, supply
or storage issues or otherwise, we could experience delays, disruptions, suspensions or terminations of, or be required to
restart or repeat, any pending or ongoing preclinical studies or clinical trials. We expect to continue to rely on third-
party manufacturers for the commercial supply of any of our product candidates for which we obtain marketing
approval. We may be unable to maintain or establish required agreements with third- party manufacturers or to do so
on acceptable terms. Even if we are able to establish agreements with third- party manufacturers, reliance on third-
party manufacturers entails additional risks, including: ¢ the failure of the third party to manufacture our product
candidates according to our schedule and specifications, or at all, including if our third- party contractors give greater
priority to the supply of other products over our product candidates or otherwise do not satisfactorily perform according
to the terms of the agreements between us and them; ° the reduction or termination of production or deliveries by
suppliers, or the raising of prices or renegotiation of terms; * the termination or nonrenewal of arrangements or
agreements by our third- party contractors at a time that is costly or inconvenient for us;  the breach by the third- party
contractors of our agreements with them; ¢ the failure of third- party contractors to comply with applicable regulatory
requirements, including cGMPs; ¢ the failure of the third party to manufacture our product candidates according to our
specifications; * the mislabeling of clinical supplies, potentially resulting in the wrong dose amounts being supplied or
active drug or placebo not being properly identified; * the inability of our third- party contractors to import or export
our product candidates internationally; ¢ clinical supplies not being delivered to clinical sites on time, or at all, leading to
clinical trial interruptions, or of drug supplies not being distributed to commercial vendors in a timely manner, or at all,
resulting in lost sales; and * the misappropriation of our proprietary information, including our trade secrets and know-
how. We do not have complete control over all aspects of the manufacturing process of our contract manufacturing
partners and are dependent on these contract manufacturing partners for compliance with cGMP regulations for
manufacturing both APIs and finished drug products. Our CMOs are also subject to import and export rules and
restrictions, which may impact their ability to acquire materials used in the manufacturing of our product candidates or
export our manufactured investigational products to the countries where our clinical trials are conducted. To date, we
have obtained most of our APIs and drug product for our product candidates, from single- source third- party CMOs.
We are in the process of developing our supply chain for each of our product candidates and intend to put in place
framework agreements under which third- party CMOs will generally provide us with necessary quantities of APIs and
drug product on a project- by- project basis based on our development needs. As we advance our product candidates
through development, we are considering our lack of redundant supply for the APIs and drug product for each of our
product candidates to protect against any potential supply disruptions. However, we may be unsuccessful in putting in
place such framework agreements or protecting against potential supply disruptions. Third- party manufacturers may
not be able to comply with cGMP regulations or similar regulatory requirements outside of the United States. If our
CMOs cannot successfully manufacture material that conforms to our specifications and the strict regulatory
requirements of the FDA, EMA or comparable regulatory authorities, they will not be able to secure and / or maintain
marketing approval for their manufacturing facilities. In addition, we do not have control over the ability of our CMOs
to maintain adequate quality control, quality assurance and qualified personnel. If the FDA, EMA or a comparable
foreign regulatory authority does not approve these facilities for the manufacture of our product candidates or if it
withdraws any such approval in the future, we will need to find alternative manufacturing facilities, and those new
facilities would need to be inspected and approved by FDA, EMA or comparable regulatory authority prior to
commencing manufacturing, which would significantly impact our ability to develop, obtain marketing approval for or
market our product candidates, if approved. Our failure, or the failure of our third- party manufacturers, to comply
with applicable regulations could result in sanctions being imposed on us, including fines, injunctions, civil penalties,
delays, suspension or withdrawal of approvals, license revocation, seizures or recalls of product candidates or drugs,
operating restrictions and criminal prosecutions, any of which could significantly and adversely affect supplies of our
product candidates or drugs and harm our business and results of operations. Our current and anticipated future
dependence upon others for the manufacture of our product candidates may adversely affect our future profit margins
and our ability to commercialize any product candidates that receive marketing approval on a timely and competitive
basis. Our manufacturing process needs to comply with FDA regulations relating to the quality and reliability of such
processes. Any failure to comply with relevant regulations could result in delays in or termination of our clinical
programs and suspension or withdrawal of any regulatory approvals. In order to commercially produce our products, if
approved, either at a third party’ s facility or in any of our facilities, we will need to comply with the FDA’ s cGMP
regulations and guidelines. We may encounter difficulties in achieving quality control and quality assurance and may



experience shortages of qualified personnel. We are subject to inspections by the FDA and comparable foreign
regulatory authorities to confirm compliance with applicable regulatory requirements. Any failure to follow cGMP or
other regulatory requirements or delay, interruption or other issues that arise in the manufacture, fill- finish, packaging,
or storage of our precision medicines as a result of a failure of our facilities or the facilities or operations of third parties
to comply with regulatory requirements or pass any regulatory authority inspection could significantly impair our
ability to develop and commercialize our product candidates, including leading to significant delays in the availability of
our precision medicines for our clinical trials or the termination of or suspension of a clinical trial, or the delay or
prevention of a filing or approval of marketing applications for our product candidates. Significant non- compliance
could also result in the imposition of sanctions, including warning or untitled letters, fines, injunctions, civil penalties,
failure of regulatory authorities to grant marketing approvals for our product candidates, delays, suspension or
withdrawal of approvals, license revocation, seizures or recalls of products, operating restrictions and criminal
prosecutions, any of which could damage our reputation and our business. If our third- party manufacturers use
hazardous materials in a manner that causes injury or violates applicable law, we may be liable for damages. Our
research and development activities involve the controlled use of potentially hazardous substances, including chemical
materials, by our third- party manufacturers. Our manufacturers are subject to federal, state and local laws and
regulations in the United States governing the use, manufacture, storage, handling and disposal of medical and
hazardous materials. Although we believe that our manufacturers’ procedures for using, handling, storing and disposing
of these materials comply with legally prescribed standards, we cannot completely eliminate the risk of contamination or
injury resulting from medical or hazardous materials. As a result of any such contamination or injury, we may incur
liability or local, city, state or federal authorities may curtail the use of these materials and interrupt our business
operations. In the event of an accident, we could be held liable for damages or penalized with fines, and the liability could
exceed our resources. We do not have any insurance for liabilities arising from medical or hazardous materials.
Compliance with applicable environmental laws and regulations is expensive, and current or future environmental
regulations may impair our research, development and production efforts, which could harm our business, prospects,
financial condition or results of operations. If we engage in future acquisitions or strategic partnerships, this may
increase our capital requirements, dilute our stockholders, cause us to incur debt or assume contingent liabilities, and
subject us to other risks. From time to time, we evaluate various acquisition opportunities and strategic partnerships,
including licensing or acquiring complementary products, product candidates, intellectual property rights, technologies
or businesses. Any potential acquisition or strategic partnership may entail numerous risks, including: ¢ increased
operating expenses and cash requirements; * the assumption of additional indebtedness or contingent liabilities; * the
issuance of our equity securities; * assimilation of operations, intellectual property, products and product candidates of
an acquired company, including difficulties associated with integrating new personnel; ¢ the diversion of our
management’ s attention from our existing programs and initiatives in pursuing such a strategic merger or acquisition; *
retention of key employees, the loss of key personnel and uncertainties in our ability to maintain key business
relationships; ¢ risks and uncertainties associated with the other party to such a transaction, including the prospects of
that party and their existing products, product candidates and marketing approvals; and * our inability to generate
revenue from acquired technology and / or products sufficient to meet our objectives in undertaking the acquisition or
even to offset the associated acquisition and maintenance costs. In addition, if we undertake acquisitions or pursues
partnerships in the future, we may issue dilutive securities, assume or incur debt obligations, incur large one- time
expenses and acquire intangible assets that could result in significant future amortization expense. If we decide to
establish collaborations but are not able to establish those collaborations on commercially reasonable terms, we may
have to alter our development and commercialization plans. Our drug development programs and the potential
commercialization of our product candidates will require substantial additional cash to fund expenses. We may seek to
selectively form collaborations to expand our capabilities, potentially accelerate research and development activities and
provide for commercialization activities by third parties. We may also seek strategic collaborations to develop
combination therapy strategies for our portfolio products, and / or maximize portfolio value globally through selective
co- development and / or commercialization collaborations. Any of these relationships may require us to incur non-
recurring and other charges, increase our near- and long- term expenditures, issue securities that dilute our existing
stockholders, or disrupt our management and business. We face significant competition in seeking appropriate
collaborators and the negotiation process is time- consuming and complex. Whether we reach a definitive agreement for
a collaboration depends, among other things, upon our assessment of the collaborator’ s resources and expertise, the
terms and conditions of the proposed collaboration and the proposed collaborator’ s evaluation of a number of factors.
Those factors may include the design or results of preclinical studies or clinical trials, the likelihood of approval by the
FDA, EMA or comparable foreign regulatory authorities, the potential market for the subject product candidate, the
costs and complexities of manufacturing and delivering such product candidate to patients, the potential of competing
drugs, the existence of uncertainty with respect to our ownership of intellectual property and industry and market
conditions generally. The potential collaborator may also consider alternative product candidates or technologies for
similar indications that may be available to collaborate on and whether such collaboration could be more attractive than
the one with us for our product candidate. Further, we may not be successful in our efforts to establish a collaboration or
other alternative arrangements for product candidates because they may be deemed to be at too early of a stage of
development for collaborative efforts and third parties may not view them as having the requisite potential to
demonstrate safety and efficacy. In addition, there have been a significant number of business combinations among large
pharmaceutical companies, and business combinations could result in a reduced number of potential future



collaborators. Even if we are successful in entering into a collaboration, the terms and conditions of that collaboration
may restrict us from entering into future agreements on certain terms with potential collaborators. If and when we seek
to enter into collaborations, we may not be able to negotiate collaborations on a timely basis, on acceptable terms, or at
all. If we are unable to do so, we may have to curtail the development of a product candidate, reduce or delay our
development program or one or more of our other research programs, delay our 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 capital, which may not be available to us on
acceptable terms or at all. If we do not have sufficient funds, we may not be able to further develop our product
candidates or bring them to market and generate product revenue. We may enter into collaborations with third parties for
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other-studies-, changes in the collaborators’ strategic focus , including as a result of a business combination or sale or
disposition of a business unit or development function, or available funding sor external factors ysuch as an acquisition y-that
may-divertdiverts resources or ereate-creates 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 arny-our product
candidates and-preduets-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; * a collaborator with marketing and
distribution rights to multiple products may not commit sufficient resources to the marketing and distribution of our
product relative to other products; * we may grant exclusive rights to our collaborators that would prevent us from
collaborating with others; * collaborators may not properly obtain, maintain, defend or enforce our intellectual property
rights or may use our proprietary information and intellectual property in such a way as to invite litigation or other
intellectual property related proceedings that could jeopardize or invalidate our proprietary information and intellectual
property or expose us to potential litigation or other intellectual property related proceedings; ¢ disputes may arise
between the collaborators and us that result in the delay or termlnatlon of the research development or
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From time to time, we may enter into license et or intelteetaal-property-collaboration agreements or strategic
partnerships with other companies that include development funding and significant upfront and milestone payments
and / or royalties, which may become and- an proprietaryrights-generally-important source of our revenue. These upfront
and milestone payments may vary significantly from period to period and any such variance could cause a significant
fluctuation in our operating results from one period to the next . In addition, we measure compensation cost eertaint
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intelleetnal-property-as an inventor-expense over the employee s requisite service perlod As the variables that we use as a
basis or-for eo-valuing these awards change over time, the magnitude of the expense that we must recognize may vary
significantly. Furthermore, our operating results may fluctuate due to a variety of other factors, many of which are
outside of our control and may be difficult to predict, including the following: ¢ the timing and cost of, and level of
investment in, research and development activities relating to our programs, which will change from time to time; * our
ability to enroll patients in clinical trials and the timing of enrollment; ¢ the cost of manufacturing our current product
candidates and any future product candidates, which may vary depending on FDA, EMA or other comparable foreign
regulatory authority guidelines and requirements, the quantity of production and the terms of our agreements with



manufacturers; * expenditures that we will or may incur to acquire or develop additional product candidates and
technologies or other assets; ° the tlmlng and outcomes of preclmlcal studles and cllnlcal trials for ELVN 001 nventor:
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seepe—sa-fﬁefeﬁt—te-pfefeet—an-y—pmdml (,dndlddlLS . We—e&ﬁnet—eﬂsufe—the need to conduct unantlclpated clmlcal trlals or
trials that are larger or more complex than anticipated; * our ability to develop combination drug products or
companion diagnostics; * our ability to acquire drug product for combination trials; « competition from existing and



potential future products that compete with ELVN- 001, ELVN- 002 or any of patents-issued-to-us-or-our oureurrent
research programs, and changes in the competitive landscape of er-our futureticensors-witlprovide-a-basis-industry,
including consolidation among our competitors or partners; * any delays in regulatory review or approval of ELVN- 001,
ELVN- 002 or any of our other research programs, . the level of demand for &n—any of exelustve-market-for-our

eommetetalty-viable-product candidates er-w v W v , if approved, which may fluctuate
significantly and be difficult to predict ; We—e&ﬁﬂet—eﬂsttfe—fhﬂ:t—eﬁﬁeeﬂfﬂefet&l—&eﬁ*‘rﬁes—the risk / benefit profile, cost and

reimbursement policies with respect to er-our product candidates wilnetinfringe-upet-the-patents-, if approved, and
existing and potential future products that compete with ELVN- 001, ELVN- 002 or any of our others— other research
programs ; ° we-eannotenstre-our ability to commercialize ELVN- 001, ELVN- 002 or any of our research programes, if
approved, inside and outside of the United States, either independently or working with third parties; ¢ our ability to
establish and maintain collaborations, licensing or other arrangements; ¢ our ability to adequately support future
growth; ¢ potential unforeseen business disruptions that swve-wil-be-able-increase our costs or expenses; * future
accounting pronouncements or changes in our accounting policies; and ¢ the changing and volatile global economic and
political environment. The cumulative effect 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 sueeessfully
eommeretatize— period basis may not be meaningful. Investors should not rely on our past results as an indication of our
future performance. 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 Our Common Stock The market price of our common stock has been and is likely to continue to be subject to
significant fluctuations. Some of the factors that may cause the market price of our common stock to fluctuate include: ¢
timing and results of INDs, preclinical studies and clinical trials of our product candidates en-a-substantial-seale-, or +f

approved;,before-the-those of relevantpatents-that-we-own-or-our tieense-expire-competitors or our existing or future
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other developments relating to proprietary rights . time-including patents, litigation matters, and our ability to obtain
patent protection for our technologies; * additions or departures of key personnel; ¢ significant lawsuits, including patent
or stockholder litigation; ¢ if securities or industry analysts do not publish research or reports about our business, or if
they issue adverse or misleading opinions regarding our business and stock; ¢ changes in the market valuations of similar
companies; * geo - eonsuming-political developments, general market or macroeconomic conditions including inflation
and interest rates; * market conditions in the pharmaceutical and biotechnology sectors; * expiration of market and-stand
uneertainand-may-prevent- off or lock- up agreements; * changes in the structure of healthcare payment systems; ¢
announcement of expectation of additional financing efforts; ¢ sales of securities by us frem-obtaining-approvalsfor-—- or
our securityholders in the eemmeretalization-of-future; ¢ if we fail to raise any—- an adequate amount of capital to fund our
operations and continued development of our pmduel mn(hdalu . tradlng volume of —l-f—vve—&re—net—ab-le—te—ebtam—e%our
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performance of p&f&eu-}&ﬂndlwdual companies. These broad market ﬂuctuatlons As—a—fesu-}t—e-ﬁthts—ve-}&ﬁ-hty—eﬂf
stoekholders-may also adversely affect netbe-able-to-sett-their-- the trading price of our common stock ater-abeve-theprice

-pa-td— In addltlon, macroeconomic condltlons, a recessnon, depressnon -fer— or {-henh other sustained adverse shares—The
0 b by y g 3 resultmg from efer

o ps-inelading; mittation-the-e -8 se-Hmpae h '()VID 19p&n&eﬂﬂe— theRussm-Ukralneand
Israel- Hamas conﬂlcts, or otherwise could materlally and adversely affect our business and the value of our common
stock. In the past, following periods of volatility in the market price of a company’ s securities, stockholders have often
instituted class action securities litigation against such companies. Furthermore, market volatility may lead to increased
shareholder activism if we experience a market valuation that activists believe is not reflective of our intrinsic value.
Activist campaigns that contest or conflict with our strategic direction or seek changes in the composition of our board of
directors could have and-- an petitieat-adverse effect on our operating results and eeonomie-instability-eaused-financial
condition. Developing pharmaceutical products, including conducting preclinical studies and clinical trials, is expensive.
We have not generated any revenues from the commercial sale of products and will not be able to generate any product
revenues until, and only if, we receive approval to sell our product candidates from the FDA or other regulatory
authorities. The cash from both us and Former Enliven at closing, including the net proceeds of the Former Enliven pre-
closing financing, are expected to fund operations into early 2026. However, as we have not generated any revenue from
commercial sales to date and do not expect to generate any revenue for several years, if ever, we will need to raise
substantial additional capital in order to fund our general corporate activities and to fund our research and



development, including our currently planned clinical trials and plans for new clinical trials and product development.
We may seek to raise additional funds through various potential sources, such as equity and debt financings, or through
strategic collaborations and license agreements. We can give no assurances that we will be able to secure such additional
sources of funds to support our operations or, if such funds are available, that such additional financing will be sufficient
to meet our needs. Moreover, to the extent that we raise additional funds by issuing equity securities, our stockholders
may experience additional significant dilution and new investors could gain rights, preferences and privileges senior to
the holders of common stock. On June 23, 2023, we filed a shelf registration statement on Form S- 3 with the SEC, which
was declared effective by the SEC on July 3, 2023, which allows us to undertake various equity and debt offerings up to $
400. 0 million (the “ Shelf Registration ). On June 23, 2023, we also entered into an Open Market Sale AgreementSM
(the “ Sales Agreement ) with Jefferies LLC (the “ Sales Agent ), pursuant to which we may offer and sell shares of
our common stock, from time to time through an “ at- the- market ” program under the Securities Act, having an
aggregate offering price of up to $ 200. 0 million through the Sales Agent. We do not have any committed external source
of funds. Debt financing, if available, may involve restrictive covenants. To the extent that we raise additional funds
through collaboration and licensing arrangements, it may be necessary to relinquish some rights to our technologies or
product candidates, or grant licenses on terms that may not be favorable. Given our capital constraints, we will need to
prioritize spending on our clinical and preclinical programs. If we are unable to raise sufficient funds to support our
current eonfhet-betweenRussta-and Ukraine-and-planned operations, we may elect to discontinue certain of our ongoing
activities or programs. Our inability to raise additional funds could also prevent us from taking advantage of
opportunities to pursue promising new or existing programs in the future. In the event that we would need to obtain
additional funding, our ability to raise or access capital may be affected by eeconomte-macroeconomic events sanetions
adopted-inresponse-to-the-eenfliet;-and «-disruptions to the banking and financial sectors. Failures of banks and other
financial institutions, such as Silicon Valley Bank in March 2023, or issues in the broader U. S. financial system,
including the federal government’ s potential failure to raise the debt ceiling, may impact the broader capital markets,
and in turn, may impact our ability to access those markets or negatively impact our investments. Further, a tightening
of credit markets and lending standards could make it more difficult for us to raise capital through either debt or equity
offerings on commercially reasonable terms or at all. Our forecasts regarding our beliefs in the sufficiency of our
financial resources to support our current and planned operations are forward- looking statements and involve
significant risks and uncertainties, and actual results could vary as a result of a number of factors deseribed-, including
the factors discussed elsewhere in this “ Risk Factors ” section. These estimates are based on assumptions that may prove
to be wrong, and we could utilize our available capital resources sooner than currently expected. Market conditions and
changing circumstances, some of which may be beyond our control, could impair our ability to access our existing cash,
cash equivalents and marketable securities and to timely pay key vendors and others. Market conditions and changing
circumstances, some of which may be beyond our control, could impair our ability to access our existing cash, cash
equivalents and marketable securities and to timely pay key vendors and others. If banks and financial institutions with
whom we have banking relationships enter receivership or become insolvent in the future, we may be unable to access,
and we may lose, some or all of our existing cash, cash equivalents and marketable securities to the extent those funds
are not insured or otherwise protected by the FDIC. In addition the-past, foHowingperiods-of-volatility-in the-matrketpriee
such circumstances we might not be able to timely pay key vendors and others. We regularly maintain cash balances
that are not insured or are in excess of aeompany-the FDIC ’ s insurance limit. Any delay in our ability to access our
cash cash equlvalents and marketable securities (or the loss of some or all of such funds) or ;seeuritieselass—aetion

d avwsuit-to timely whieh-we-are-a-party—- pay key vendors -with
eﬁwﬁ-hetl-t—ﬂ‘teﬂt—ﬂ‘l'a{'y'—fe&tﬁt—rﬂ-&ﬂ-and others could have a materlal adverse effectﬂnfavera-blejﬁdgment—\‘vle—alse—mﬁedeﬁde

operations and fis pritatton-or-a hanges e bustiess-prae eh g
alse-cause us to need to seek additional capital sooner than planned We have 1ncurred and w1ll contmue to incur
significant legal, accounting and other substantial-expenses as a public company that Former Enliven did not incur as a
prlvate company, including costs assoclated with pubhc company reporting obligations under the Exchange Act to-defend

d-div : . Our executive officers ydtreetors-and prinetpal-stoekholders+f
they-choese-to-act-together—-- other —personnel have the-ability-devoted and will continue to eentrot-devote substantial time
to gaining expertise related to public company reporting requirements and compliance with applicable laws and

regulatlons to ensure that we comply w1th all m&tters—submrtted—te—sfeekhel&ershfer—&ppfevalﬂ*s—( “Deeember3+2022-our
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were—requlrements Any changes we make to eheese—comply w1th these obhgatlons may not be sufﬁclent to allow us to
satlsfy our obhgatlons asa pubhc company on a tlmely basls, or aet- attegeﬂ&er—they—wet&d—be—able—te—srgmﬁe&nt—l—y

These perseﬂs—reportlng requlrements -1-f—rules and regulatlons, coupled w1th t-hey— the eheese—te—aet—tegeﬂ&erpotentlal
htlgatlon exposure assoc1ated w1th belng a pubhc company wou-ld—could ha-ve—srg&rﬂe&nt—mﬂ&enee—eve%&te—elee&on—ef




persons sel-l—to serve on the board of dlrectors or -rndtea-te—on
board commlttees or to serve as executlve ofﬁcers, or to obtain certain types of insurance, including directors’ and
ofﬁcers 1nsurance, on acceptable terms. Once we are no longer an Tﬁteﬁfmﬂ—te—seﬂ—s&b&t&ﬁﬂal—aﬂ&e&ﬁts—e—ﬁetﬂ“eemﬂ‘leﬂ

ILP()IIIH(’ company or otherWISe no longer quallfy for —&ﬂd-the—ree}ueed—d-rse}esﬂre—reqtufemeﬂfs-dpp 1cablc exemptlons, we
will be subject to emerginggrowth-additional laws and regulations affecting public companies that will increase and

smalerreporting-eompanies-may-make-our eommen-stoekless-attractive-to-investors-costs and the demands on management
and could harm our operating results . We are subject to the reporting requirements of the Exchange Act, which
requires, among other things, that we file with the SEC, annual, quarterly and current reports with respect to our
busmess and ﬁnanclal condition as well as other dlsclosure and corporate governance requlrements. However, as an <

EG&,We—&re—peﬂﬁi-&ed-&ﬂd—'rﬂteﬂd—te—re}y—eﬂ—c\un )llons llom various eerta-m—d-rse}es&re—lcqunununs such as an t-ha-t—&re

diselosture—snotbeingrequired-to-eomply-with-the anditor-attestation-requirements— requlrement -rn—the—assessrnent—e%to have
our independent auditors attest to our internal control over financial reporting +=under Section 404 of the Sarbanes- Oxley
Act 0of 2002 as well as an exemption from the “ say on pay ” voting requirements pursuant to the Dodd- Frank Wall
Street Reform and Consumer Protection Act of 2010. After we no longer qualify as an emerging growth company, we
may still qualify as a “ smaller reporting company ” which may allow us to take advantage of some of the same

exemptlons from disclosure requlrements 1nclud1ng not bung 1Lquncd to wmpl\ with ﬁny—requﬁemeﬁt—ﬂ%a-t—m&y—be—adepfed

e-the auditor

attestatlon requlrements of Sectlon 404 of 2 ort-provieh ith t i the aud-rt—Sarbanes- Oxley Act
and -t-he—ﬁnaﬁﬁ-a-l-sf&teﬁ&eﬁts—‘—lcduud (IISLIOSUIL oblig gdtlonx lLle(llll” L‘{Lulll\ compcn\dtlon 1n—a-ﬂd-*—e*eﬂa-pt—teﬁs—freﬂa—t-he
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no longer qualify as an EG&We—&re—alse—emerglng growth company, we expect to stlll quahfy asa‘“ \mallu ILPOIIIHU
company, and-we- as such term is defined in Rule 12b- 2 under the Exchange Act, in at least the near term, which will



remain-a-smallerreporting-allow us to take advantage of many of the same exemptions from disclosure requirements,
including not being required to eempany-comply unti-with the fiseal-yearfolowing-auditor attestation requirements of

Sectlon 404 of the Sarbanes c}efefrﬁm&&efrﬂ&a-t—etﬂ&er—@-ewweﬁng—&ﬂd—neﬁ— 0xley Act Vﬁt—rﬂg—eeﬂ‘rmeﬁ—sh&fes—he}d—by—ﬂeﬂ-

ed (Ilscloxulc oblluauon\ regardmg —Sﬁeh—as—&n—exefﬁpﬁeﬁ—ffem
5is d ‘ucull\ e compcn\dllon -rn-feﬂﬁ&t-teﬁ—m the definltlve

publie-eompany;and-partiewlarty-after-we are no lonvu an EGGemergmg growth company . a smaller reportmg company
or otherwise qualify for these exemptions, we will be required to comply with these additional legal and regulatory
requirements applicable to public companies and will incur significant legal, accounting and other expenses that-to do so. If

we dhie-are not able to ineur-as-a-private-company-comply with —The-Sarbanes—OxleyAetof2602;the Dedd—Frank-Watl-Street
Refefm—&nd-Geﬂswﬁer—PfefeeﬁefrAetTﬂ&Hrsfmg—lcquuumlm ina tlmely manner or at all e-Pt-he—Nasd&q—G-}eba-l—Se}eef

regulations-wiltkinerease-otr— or -}ega-l-&ﬂd—ﬁﬂaﬂera-l—eemph&ﬁee—eesfs—the market prlce 0f our common stock may be
harmed. For example if p&meﬂ-}&f}y—as—\\ ¢ or our 1ndependent auditor 1dent1fy deficlencles in our hrfe—&éd-rt-reﬁa-l—ﬁnaﬁeia-}

material w cdkncsxu we could face addltlonal costs to remedy those deﬁclencles, the market price of ot-our stock could
decline or we could be subject to sanctions or investigations by the SEC or other regulatory authorities, which would
require additional financial and management resources. Our issuance of additional capital stock pursuant to our equity
incentive plan and employee stock purchase plan, or in connection with financings, acquisitions, or otherwise will dilute
the interests of other security holders and may depress the price of our common stock. We expect to grant equity awards
to employees, directors and consultants under our equity incentive plan and employee stock purchase plan. We will need
substantial additional funding before we can complete the development of our product candidates. We may also raise
capital through equity financings in the future. As part of our growth strategy, we may seek to acquire companies and
issue equity securities to pay for any such acquisition. 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. Provisions that are in mayregquire-prospeetive-er-our retroaetive-changes—to-ourfinanetal-statements-certificate of
incorporation and bylaws and provisions under Delaware law could make an acquisition of er-our identify-company,
which may be beneficial to our stockholders, more difficult and may prevent attempts by our stockholders to replace or
remove our management. Provisions that are included in our certificate of incorporation and bylaws may discourage,
delay or prevent a merger, acquisition or other areas-change in control of us that stockholders may consider favorable,
including transactions in which our common stockholders might otherwise receive a premium price for their shares



farther-attention-orimprovement. These provisions fnferter-internat-eontrols-—could also eause-limit the price that investors
might be willing to pay lese-eonfideree-in the future for shares of our common stock, thereby depressing the market price
of our common stock. In addition, because our board of directors will be responsible for appointing the members of our
management team, these provisions may frustrate our—- or reported-finanetal-information-prevent any attempts by our
stockholders to replace or remove our current management by making it more difficult for stockholders to replace
members of our board of directors. Among other things, these provisions: * continue the use of a classified board of
directors such that not all members of our board of directors are elected at one time; ¢ allow the authorized number of
our directors to be changed only by resolution of our board of directors; ¢ limit the manner in which stockholders can
remove directors from our board of directors; ¢ provide for advance notice requirements for stockholder proposals that
can be acted on at stockholder meetings and for nominations to our board of directors; ¢ limit who may call stockholder
meetings; ¢ prohibit actions by our stockholders by written consent; * require that stockholder actions be effected at a
duly called stockholders meeting; * authorize our board of directors to issue preferred stock without stockholder
approval ., which could be used to institute a “ poison pill ” that would work to dilute the stock ownership of a potential
hostile acquirer, effectively preventing acquisitions that have not been approved by our board of directors; and * require
the approval of the holders of at least 75 percent of the votes that all of our stockholders would be entitled to cast to
amend or repeal certain provisions of our certificate of incorporation or for our stockholders to amend our bylaws.
Moreover, because we are incorporated in Delaware, we are governed by the provisions of Section 203 of the Delaware
General Corporation Law (the “ DGCL ”), which generally prohibits a ﬂegafwe-effeeH#h-teh—geﬂefaH-yhpre%ﬂbﬁs—a—puson
who,together with their affiliates and associates,owns 15 % or more of a-the company’ s outstanding voting stock from,among
other things,merging or combining with the company for a period of three years after the date of the transaction in which the
person acquired ownership of 15 % or more of the company’ s outstanding voting stock,unless the merger or combination is
approved in a prescribed manner.Our restated-certificate of incorporation destgnates-generally provides that the state-eeurtsitr
Court of Chancery of tlm State of Dela\\ are as-is the se-}e—excluswe forum for substantially all disputes between us and

; a1 e ngs-th ybe- d-by-our stockholders,which could diseourage
-}awsuﬁs—aga-mst—t-he-eeﬁﬁaany—aﬂd-hmlt our stockholders ablllty to obtain a favorable judicial forum for disputes with us
or our directors,officers and-or other employees.Our restated-certificate of incorporation provides that,unless we-the company
eensent-consents in writing to the selection of an alternative forum,the Court of Chancery of the State of Delaware (or,if the
Court of Chancery of the State of Delaware does not have jurisdiction,the federal district court for the District of Delaware) is
wilkbe-the sole and exclusive forum for the following types of proceedings:(1) any derivative action or proceeding brought en
on our behalf, (2) any action asserting a claim of breach of a fiduciary duty owed by any of our directors, officers,
employees or stockholders to the company or our stockholders, (3) any action asserting a claim arising pursuant to any
provision of the DGCL or as to which the DGCL confers jurisdiction on the Court of Chancery of the State of Delaware
or (4) any action asserting a claim arising pursuant to any provision of our restated certificate of incorporation or
amended and restated bylaws (in each case, as i-he—they fr&ehﬁg—pﬂee—e-fmay be amended from tlme to tlme) ot or stoek

geverned—byﬂae—inferrra—l—&ff&frs—deefr&te%hese—dmme ol forum previstens— pr0v151on W 111 not apply to suits brought to enforce

a duty or liability created by the Securities Act,the Exchange Act or any other claim for which federal courts have exclusive
jurisdiction. Fhese-This exclusive forum previstens— provision may make it more expensive for stockholders to bring a claim
than if the stockholders were permitted to select another jurisdiction and may limit the-a stockholder’ s ability efeur
steekhotders-to bring a claim in a judicial forum that it saeh-steelhelders-find-finds favorable for disputes with us or our
directors,officers or other employees or stockholders ,which may discourage such lawsuits against us and our directors,officers
and other employees and stockholders . Alternatively,if a court were to find the choice of forum previstens— provision
contained in our restated certificate of incorporation to be inapplicable or unenforceable in an action,we may incur additional
costs associated with resolving such action in other jurisdictions,which could materially and adversely affect our
business,financial condition and results of operations.Our ability to utilize our NOLs and tax credit carryforwards may
be subject to limitations.Following the Merger,our NOLs arc required-attributable to diselose-changes-made-in-our-internat
eontrols-current year losses, as well as both the historic pre- Merger NOLs of Former Enliven and preeedutres-ona
gaarterty-basis-and-our management-historic pre- Merger NOLs, subject to applicable limitations. As of December 31,

2023, the Company had federal NOLs of approximately $ 185. 3 million, of which approximately $ 177. 3 million do not
expire and approximately $ 8. 0 million will begin to expire in 2037 for U. S. federal tax purposes. As of December 31,
2023, the Company also had California, Colorado and Massachusetts NOLs of approximately $ 126. 7 million, $ 4, 000
and $ 124. 2 million, respectively, which will expire at various dates through 2043 for state tax purposes. As of December
31, 2023, the Company had federal tax credit carryforwards of approximately $ 10. S million, which will begin to expire
in 2036 for U. S. federal tax purposes. The Company also had state tax credit carryforwards of approximately $ 1. 3
million, of which approximately $ 0. 5 million will not expire. The remaining state tax credit carryforwards will expire at
various dates through 2038. In general, our ability to use our NOLs and tax credit carryforwards to offset potential
future taxable income and related income taxes that would otherwise be due is dependent upon our generation regtired
to-assess-the-effeetiveness-of future taxable income, and we cannot predict with certainty when, or whether, we will
generate sufficient taxable income to use all of our NOLs and tax credit carryforwards. For U. S. federal income tax
purposes, under these—- the eentrols-anntalty—Heowever-Tax Cuts and Jobs Act of 2017 (" TCJA") , as amended by the
Coronavirus Aid, Relief, and Economic Security Act (“ CARES Act ”’), NOLs generated in tax years beginning after
December 31, 2017 may be carried forward indefinitely, but for taxable years beginning after December 31, 2020, the



deductibility of federal NOLs is limited to 80 % of current year taxable income. It is uncertain whether and to what
extent various states will conform to the federal tax laws. In addition, at the state level, there may be periods during
which the use of NOLs is suspended or otherwise limited, which could accelerate or permanently increase state income
taxes owed. In addition, under Internal Revenue Code of 1986, as tong-as-we-are-amended (" IRC") Section 382 and
Section 383 of the Code, and corresponding provisions of state law, if a corporation undergoes an “ emerginggrowth
ownership change, ” its ability to use its pre- change NOLSs and other pre- change tax attributes (such as tax credit
carryforwards) to offset its post- change income may be limited, including as a result of ownership changes that are
beyond its control A Sectlon 382 « ownershlp change ” is generally defined as a greater than 50 percentage pomt change

’s equlty ownershlp by certaln “ 5- percent shareholders ” assessment
mitghtn A eted-materia A A nternat-eontrols-over finaneial-reporting-a rolling three- year period. There
is also a r1sk that due to regulatory changes, such as suspensions on the use of NOLs, or other unforeseen reasons,
existing NOLs could fead-expire or otherwise be unavailable to finanetal-statementrestatements-offset future income tax
liabilities. The Company has completed and-- an require-tis-to-inetr-analysis and determined that ownership changes have
occurred under Section 382 in the expense-ofremediatiorrpast, as well as in 2023 due to the Merger . Ourdiselosure-The
Company' s deferred tax assets have been reduced by the amount of NOLs and tax credit carryforwards expected to
expire unused due to the Section 382 limitation. We may experlence subsequent shlfts in our stock ownershlp, some of
which are outside of our eentrels— control and d or-detee aitiel

publie-eompany-, if we earn net taxable income and determlne that an ownership change has occurred and our ability to
use our hlstorlcal NOLs and tax credlt carryforwards are materlally hmlted it w1ll adversely affect our future operatlng

d b\ effectlvely 1ncreasmg

merpfet&t-te-n—md\ dd\ uscl affect our busmcsxaﬂd- operatlng results, or lmanudl umdmon ( hanges in tax law , 1nclud1ng
changes to tax rates, tax treaties, and regulations or their interpretation, may cause us to experience fluctuations in our
tax obligations and effective tax rates and otherwise may adversely affect our business , operating results, or financial
condition. ©a-For example, on December 22, 2017, the United States B—S—government enacted the TCJA, which significantly
reformed the Code. The TCJA, as amended by the CARES Act, among other things, contained significant changes to corporate
taxation, including a reduction of the corporate tax rate from a top marginal rate of 35 % to a flat rate of 21 %, the limitation of
the tax deduction for net interest expense to 30 % of adjusted taxable income (except for certain small businesses), the limitation
of the deduction for NOLs to 80 % of current year taxable income and the elimination of NOL carrybacks, in each case, for
NOLs arising in taxable years beginning after December 31, 2017 (though any such NOLs may be carried forward indefinitely ),
the requirement for research anc sueh—Ne-I:s—aﬂsmg—rn—ta*ab-}e-experlmental (“R & E ”) expenditures to be capitalized for
tax years beginning befere-January-t-after December 31, 2021 , and the modification or repeal of many other business
deductions and credits. In accordance with the TCJA, R & E expenditures under Internal Revenue Code Section 174 arc
required generaltyeligible-to be earried-backup-to-amortized over a period of five years y-for domestic expenses and 15
years for foreign expenses beginning in 2022. As a result , we have capitalized R & E expenditures in our current tax
provision. However, recently proposed tax legislation, if enacted, would restore the ability to deduct currently domestic
R & E expenditures through 2025 and would retroactively restore this benefit for 2022 and 2023. Any of the-these
impositiorrdevelopments or future changes in federal, state, or international tax laws or tax rulings, including the release
of regulatory guidance, could adversely affect our effective tax rate and otherwise affect our business, operating results,
or financial condition. We do not anticipate that we will pay any cash dividends in the foreseeable future. The current
expectation is that we will retain our future earnings, if any, to fund the growth of our business as opposed to paying
dividends. As a ene-result, capital appreciation, if any, of our common stock will be your sole source of gain, if any, for
the foreseeable future. There may not be an active trading market for our common stock and our stockholders may not
be able to resell their shares of common stock for a profit, if at all. Prior to the Merger, there had been no public market
for shares of Former Enliven capital stock. An active trading market for our shares of common stock may not be
sustained. If an active market for our common stock is not sustained, it may be difficult for our stockholders to sell their
shares at an attractive price or at all. Future sales of shares by existing stockholders could cause our stock price to
decline. Sales of a substantial number of shares of our common stock in the public market could occur at any time,
including under the Shelf Registration or the Sales Agreement. Further, if our existing securityholders sell, or indicate an
intention to sell, substantial amounts of our common stock in the public market, the trading price of our common stock
could decline. Approximately 18 million shares became available for sale in the public market 180 days after the closing
of the Merger as a result of the expiration of lock - time-taxation-up agreements. All other outstanding shares of offshere



e&rm&gs—&t—re&ueed—rates—reg&rdles&e%whefheﬁtheyhcommon stock other than shares held by our afﬁllates, are fepatﬂated

o any-b deduetio d dits-. In addition , shares of common
stock that are subject to outstandlng optlons of the &%RE—S—Company will become ellglble for sale in the public market to
the extent permitted by the provisions of various vesting agreements and Rules 144 and 701 under the Securities Act . If
these shares are sold, the trading price of our common stock could decline. Our executive officers, directors and
principal stockholders will have the ability to control or significantly influence all matters submitted to our stockholders
for approval. As of December 31, 2023, our executive officers, directors, holders of 5 % or more of our capital stock and
their respective affiliates beneficially owned approximately 87. 3 % of our voting stock. As a result, if these stockholders
were to choose to act together, they would be able to control or significantly influence all matters submitted to our
stockholders for approval , as part-well as our management and affairs, for example, the election of Congress’response-to
directors and approval of any merger, consolidation or sale of all or substantially all of our assets. This concentration of
voting power could delay or prevent an acquisition of our company on terms that the-other €OVID-stockholders may
desire. If equity research analysts do not publish research or reports, or publish unfavorable research or reports, about
us, our business or our market, our stock price and trading volume could decline. The trading market for our common
stock will be influenced by the research and reports that equity research analysts publish about us and our business.
Equity research analysts may elect not to provide research coverage of our common stock, and such lack of research
coverage may adversely affect the market price of our common stock. In the event we do have equity research analyst
coverage, we will not have any control over the analysts or the content and opinions included in their reports. The price
of our common stock could decline if one or more equity research analysts downgrade our stock or issue other
unfavorable commentary or research. If one or more equity research analysts ceases coverage of us or fails to publish
reports on us regularly, demand for our common stock could decrease, which in turn could cause our stock price or
trading volume to decline. We have broad discretion in the use of our cash, cash equlvalents and marketable securities
and the proceeds from the Former Enliven pre - closing financing gistattonh ren
#12026-and 202t-eontaining-tax-provisions-may invest or spend the proceeds in ways w1th which you do not agree and in
ways that may not increase the value of your investment . fn-addition-We have broad discretion over the use of our cash ,
cash equivalents and marketable securities and the proceeds from the Former Enliven pre- closing financing. You may
not agree with our decisions, and our use of the proceeds may not yield any return on your investment. Our failure to
apply the-these Inflatterrresources effectively could compromise our ability to pursue our growth strategy and we might
not be able to yield a significant return, if any, on our investment of these net proceeds. You will not have the
opportunity to influence our decisions on how to use our cash resources. Our internal control over financial reporting
may not meet the standards required by Reduetior—- Section 404 of the Sarbanes- Oxley Act, and failure to achieve and
maintain effective internal control over financial reporting in accordance with Section 404 of the Sarbanes- Oxley Act,
could have a material adverse effect on or-our thetRA-business and share price. As a privately held company , Former
Enliven was signed-into-taw-not required to evaluate its internal control over financial reporting in Atgust2022—FheIRA
introdueed-new-tax-provisions;ineluding-a manner that meets the standards of -l%%—exetse—ta%ﬂwesed-eﬂ—eertarn—sfeek
repurehasesbypublicly traded companies required —s statory g h etse-ta atty-apph

to-eertainracquisitions-of stoek-by Section 404 of the pﬂbl-te-lry—traded-eempany—Sarbanes- 0xley Act (“ Sectlon 404 ” oreertain
ofits-affiliates-) fromrastoekholder-of. Our management is required to report on the eompany-in-exehange-effectiveness of

our internal control over financlal reportlng The rules governlng the standards that must be met for meney-or-our

management oth t0 a-de-mintmis-exeeption—Thus-assess our

internal control over financlal reportlng are complex and requlre s1gn1ﬁcant documentation , the-exeise-tax-testing and
poss1ble remedlatlon Any fallure to malntaln effectlve 1nternal control over ﬁnanc1al reportlng wuld severely 1nh1b1t

sislation;is-and-eontintes-to-befo g8 ehgtit ha Hiereas ourablhtytoaccuratelyreport
lessen-the-impaet-of thesedaws-on-our bﬂsrness—&nd—lumncml condmon 5 results of operations or cash flows. If we are unable
to conclude that our internal control over financial reporting is effective, or if we have a material weakness or significant
deficiency in our internal control over financial reporting, investors may lose confidence in the accuracy and
completeness of our financial reports, the market price of our common stock could decline, and we could be subject to
sanctions or investigations by Nasdaq, the SEC or other regulatory authorities. Failure to remedy any material weakness
in our internal control over financial reporting, or to implement or maintain other effective control systems required of
public companies, could also restrict our future access to the capital markets. General Risk Factors Our operations are
vulnerable to interruption by flood, fire, earthquakes, power loss, telecommunications failure, terrorist activity,
pandemics and other events beyond our control, which could harm our business. Our office facilities are located in
Colorado. We have not undertaken a systematic analysis of the potential consequences to our business and financial
results from a major blizzard, flood, fire, earthquake, power loss, telecommunications failure, terrorist activity,
pandemics or other disasters and do not have a recovery plan for such disasters . [n addition, tis-taneertainif-and-we do
not carry sufficient insurance to compensate us for actual losses from interruption of our business what-that may occur,
e*tent—v&ﬂeﬂs—states—m-l-l—eeﬁ-ferm—te—t-he—TGJA— and any losses &d’d‘tﬁﬁﬂ&l—tﬂ?&legtsl'&ﬁeﬂ—PfOiﬂﬂem or damages
incurred by us eorpe ha A are-taw-could make-harm our business. Also, our CROs at-and
aeqﬂtsmeﬂ—e-ﬁsupphers fac1ht1 es are located in multlple locatlons where other natural d1sasters ot or eempany—snmllar
events which may-be-bene 0 d 0 ven by-o ockhold ote




-fer—t-he'tﬁshafes—"l:hese—pfevis-teﬂs—could severely dlsrupt ; it i i i it oy
for-shares-of-our operations eemmon-stoek-, {-hefeby—depfessmg—t-he—m&fket—lﬁee—e-fcould expose us to llablllty and could
have a material adverse effect on our business eemmeﬂ—s’feew}e In dddmon beeaﬂse—telecommunlcatlon system failures our—
or disruptions could significantly disrupt beard-o g
team;-operations since our employees are primarily working remotely The occurrence of any of these provistons-may
frustrate-business disruptions could seriously harm er-our operations and financial condition and increase preventany

a&empfs—by—ettrsteeld&e}éefs—te—feﬁaee-efour remove-costs and expenses. In addltlon, concerns about terrorlsm, the effects

negative effect rem

that-eanbe-aeted-on &t—steelﬂ&e}&efmeeﬁﬂgs—&nd—nemm&ﬁeﬁs—tw) ur 0perat10ns be&rd—e-ﬁ&rfee’éefs—‘—feqtufe—t-h&t—steeld&e}éef

and the operatlons prohibit-actions-by-ourstoekholders-by-written
; board-of our suppliers direetors-to-issue-preferred-stoek

yrithett-stoelholder-appreval-, which could harm be used to institute a “ poison...... jurisdictions, which could materially
adversely affect our business, financial condition and eperating-results of operations .



