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Our operations and financial results are subject to various risks and uncertainties, including those described below. The
following information about these risks and uncertainties, together with the other information appearing elsewhere in this
Annual Report on Form 10- K, including our consolidated financial statements and related notes thereto, should be carefully
considered before making any decision to invest in our common stock. The risks and uncertainties described below are not the
only ones we face. Additional risks and uncertainties not presently known to us or that we currently believe to be immaterial
may also adversely affect our business or cause our actual results to differ materially from those contained in forward- looking
statements we have made in this report and those we may make from time to time. If any of the following risks occur, our
business, financial condition, results of operations and future growth prospects could be materially and adversely affected. We
cannot provide assurance that any of the events discussed below will not occur. Risks Related to .Risks Related to our Financial
Position and Need for Additional Capital We will require substantial additional financing to achieve our goals,and a failure to
obtain this necessary capital when needed could force us to delay,limit,reduce or terminate our product development or future
commercialization effort% Our ca%h cash equlvalent% and marketable securities were $ -1-34—209 61 mllhon as of December 31,

We have utlhzed sub%tantlal amounts of cash since our inception and expect that we will
continue to expend substantial resources for the foreseeable future developing Emt+-XMT - £e-1660 ,XMT- 2056 and any other
current or future product candidates. These expenditures may include costs associated with research and development,conducting
preclinical studies and clinical trials,potentially obtaining regulatory approvals and manufacturing products,as well as marketing
and selling products approved for sale,if any,and potentially acquiring new technologies.In addition,other unanticipated costs
may arise.Because the outcome of our planned and anticipated clinical trials is highly uncertain,we cannot reasonably estimate
the actual amounts necessary to successfully complete the development and commercialization of our product candidates.Our
costs will increase if we experience any delays in our clinical trials for any current or future product candidates,including delays
in enrollment of patients.We may also incur costs associated with operating as a public company,hiring additional personnel and
expanding our facilities in the future.Our future capital requirements depend on many factors,including: the
scope,progress,results and costs of researching and developing Emi+-XMT - £e-1660 ,XMT- 2056 and any other current or future
product candidates and conducting preclinical studies and clinical trials;e the cost of manufacturing Em-XMT - £e-1660 ,XMT-
2056 and any other current or future product candidates for clinical trials in preparation for regulatory approval and in
preparation for commercialization; the timing of,and the costs involved in,obtaining regulatory approvals for Emt-XMT - Ee
1660 . XMT- 2056 and any other current or future product candidates if preclinical studies and clinical trials are successful;e the
cost of commercialization activities for Emt=-XMT - £e-1660 . XMT- 2056 and any other current or future product candidates,if
any product candidates are approved for sale,including manufacturing,marketing,sales and distribution costs;® our ability to
e%tabh%h and malntaln %trateglc collaboratlons hcenilng or other arrangements and the financial terms of Such agreement% s-the

eel-}abefa’eers— the costs 1nvolved in preparlng,ﬁhng pro%ecutlng,malntalnlng,defendlng and enforcing patent claims,including
litigation costs and the outcome of any such litigation;* the timing,receipt and amount of sales of,or royalties on,our future
products,if any,or products developed by our collaborators;e the emergence of competing cancer therapies and other
adverse market developments;and ¢ the requirement for or the cost of developing any companion diagnostics and / or
complementary diagnostics.We believe that our current cash,cash equivalents and marketable securities will be sufficient
to fund our current operating plan commitments into 2026. However,we have ba%ed t-he—these estlmateq underlying-oureash
fuﬂwa—y—pfejeeﬂeﬁs-on assumptions that may prove to be wrong, and-we-eetld v 6 s 3
—Our operating plan may change as a result of many factors currently unknown to us,and we may need
additional funds sooner than planned.Additional funds may not be available when we need them on terms that are acceptable to
us,or at all.If adequate funds are not available to us on a timely basis,we may be required to delay,limit,reduce or terminate
preclinical studies,clinical trials or other development activities for one or more of our product candidates or delay,limit,reduce
or terminate our future establishment of sales and marketing capabilities or other activities that may be necessary to
commercialize our product candidates.Even if we believe we have sufficient funds for our current or future operating plans,we

may seek addltlonal capltal due to favorable market conditions or strateglc conilderatlon% Ourreeurringlosses-fronroperations




incurred net losses since our 1ncept10n we have no products approved for commercral sale and we antrcrpate that we will
continue to incur substantial operating losses for at least the next several years.We may never achieve or sustain profitability. We
have incurred net losses since our inception.Our net loss was $ 69-171.7 million,$ 204 .2 million, and $ +H4-170 . 1 7
mitemand-$204-2-million,respectively,for the years ended December 31, 202452023 and-, 2022 and 2021 respectively.As of
December 31, 2024-2023 ,we had an accumulated deficit of $§ $95-826 . 6—4 million.Our losses have resulted principally from
costs 1ncurred in our discovery and development activities.Our net losses may fluctuate significantly from quarter to quarter and
year to year.To date,we have not commercialized any products or generated any revenues from the sale of products,and we do
not expect to generate any product revenues for the foreseeable future.Absent the realization of sufficient revenues from product
sales,we may never achieve profitability in the future.We have devoted most of our financial resources to research and
development,including our clinical and preclinical development activities. To date,we have financed our operations primarily
with the proceeds from our strategic collaborations,private placements of our preferred stock and public offerings of our
common stock,including our initial public offering,our follow- on public offerings in 2019 and 2020 and our at- the- market,or
ATM,equity offering programs.The amount of our future net losses will depend,in part,on the rate of our future expenditures.We
have not completed pivotal clinical trials for any product candidate and have only a limited number of product candidates in
current or planned clinical trials.It will be several years,if ever,before we have a product candidate ready for
commercialization.Even if we obtain regulatory approval to market a product candidate,our future revenues would depend upon
the size of the market or markets in which our product candidates received such approval and our ability to achieve sufficient
market acceptance,reimbursement from third- party payors and adequate market share for our product candidates in those
markets.We expect to continue to incur significant expenses and operating losses over the next several years.Our expenses may
increase in connection with our ongoing activities,as we:e continue clinical development and manufacturing activities for Emt
XMT - £e-1660 and XMT- 2056;° continue activities to discover,validate and develop additional product candidates,including
XMT 2068 and XMT- 2175;¢ conduct research and development activities under our collaboratrons with-Janssen

G%a*oSmrth{G-me—}ﬂteHeeﬁtal—Pfepeﬁy—GNe*H—Ermﬂed;er—GS{G * obtain marketrng approvals for our current and future product

candidates for which we complete clinical trials;* develop a sustainable and scalable manufacturing process for our product
candidates,including establishing and maintaining commercially viable supply and manufacturing relationships with third
parties;* address any competing technological and market developments; maintain,expand and protect our intellectual property
portfolio;and « hire additional research,development and general and administrative personnel.If we are required by the FDA or
any equivalent foreign regulatory authority to perform clinical trials or preclinical trials in addition to those we currently expect
to conduct,or if there are any delays in completing the clinical trials of Em+XMT - £e-1660 ,XMT- 2056 or any other current or
future product candidates,our expenses could increase.To become and remain profitable,we must succeed in developing our
product candidates,obtaining regulatory approval for them,and manufacturing,marketing and selling those products for which
we may obtain regulatory approval. We may not succeed in these activities,and we may never generate revenue from product
sales or strategic collaborations in an amount sufficient to achieve profitability.Even if we achieve profitability in the future,we
may not be able to sustain profitability in subsequent periods.Our failure to become or remain profitable would depress our
market value and could impair our ability to raise capital,expand our business,discover or develop other product candidates or
continue our operations.Raising additional capital may cause dilution to our existing stockholders,restrict our operations or
require us to relinquish rights to our technologies or ADC product candidates.Until such time,if ever,as we can generate
substantial product revenues,we expect to finance our capital need through a variety of means,including through private and
public equity offerings,debt financings,collaborations,strategic alliances and licensing arrangements.To the extent that we raise
additional capital through the sale of equity or convertible debt securities,the ownership interests of our common stockholders
will be diluted,and the terms of such equity or convertible debt securities may include liquidation or other preferences that are
senior to or otherwise adversely affect the rights of our common stockholders.Additional debt financing,if available,may involve
agreements that include covenants limiting or restricting our ability to take certain actions,such as incurring future debt,making
capital expenditures,declaring dividends or encumbering our assets to secure future indebtedness,each of which could adversely
impact our ability to conduct our business and execute our operating plan.If we raise additional funds through strategic
collaborations with third parties,we may have to relinquish valuable rights to our technologies,including our platforms,or
product candidates,or grant licenses on terms that are not favorable to us.If we are unable to raise additional funds through
equity or debt financing when needed,we may be required to delay,limit,reduce or terminate our product development or future
commercialization efforts for Emi-XMT - £e-1660 ,XMT- 2056 or any other current or future product candidates or grant rights
to third parties to develop and market product candidates that we would otherwise prefer to develop and market
ourselves.We have a credit facility that requires us to comply with certain affirmative and negative covenants and places
restrictions on our operating and financial flexibility.In October 2021,we entered into a Loan and Security
Agreement,or the New Credit Facility,with Oxford Finance LLC as the collateral agent and a lender,Silicon Valley
Bank,a division of First- Citizens Bank & Trust Company,as a lender,and the other lenders party thereto,or together the




Lenders.Pursuant to the New Credit Facility,as amended to date,we have borrowed $ 25 million,and no additional
borrowing amounts are available to us under the New Credit Facility,as amended.The New Credit Facility is secured by
substantially all of our personal property owned or later acquired,excluding intellectual property (but including the right
to payments and proceeds from intellectual property),and a negative pledge on intellectual property.The New Credit
Facility also includes customary representations and warranties and affirmative and negative covenants,as well as
customary events of default.Certain of the customary negative covenants limit our ability,among other things,to incur
future debt,grant liens,make investments,make acquisitions,distribute dividends,make certain restricted payments and
sell assets,subject in each case to certain exceptions.Our failure to comply with these covenants would result in an event
of default under the Loan and Security Agreement and could result in the acceleration of the obligations we owe
pursuant to the New Credit Facility.We may expend our resources to pursue a particular product candidate and fail to
capitalize on product candidates that may be more profitable or for which there is a greater likelihood of
success.Because we have limited financial and managerial resources,we focus on specific product candidates.As a
result,we may forgo or delay pursuit of opportunities with other product candidates that later prove to have greater
commercial potential.Our resource allocation decisions may cause us to fail to capitalize on viable commercial products
or profitable market opportunities.Failure to properly assess potential product candidates could result in our focus on
product candidates with low market potential,which would harm our business and financial condition.Our spending on
current and future research and development programs and product candidates for specific indications may not yield
any commercially viable product candidates.If we do not accurately evaluate the commercial potential or target market
for a particular product candidate,we may relinquish valuable rights to that product candidate through
collaboration,licensing or other royalty arrangements in cases in which it would have been more advantageous for us to
retain sole development and commercialization rights to such product candidate Development and Approval of Our
Antibody- Drug Conjugate, or ADC , Product Candidates We are currently evaluating a limited number of ADC product
candidates in clinical trials. A failure of any of our product candidates in clinical development would adversely affect our
business and may require us to discontinue development of other ADC product candidates based on the same technology.
Emiltatug ledadotin ( XMT- 1660 ), which we refer to as Emi- Le, and XMT- 2056 are currently our only product candidates
being evaluated in clinical trials. Following our announcement in July 2023 that the data in our single- arm registrational trial
evaluating our former lead product candidate, upifitamab rilsodotin, or UpRi, in patients with platinum- resistant ovarian cancer,
which we refer to as UPLIFT, did not meet its primary endpoint, we wound down our UpRi- related development activities, and
we terminated our Phase 1 combination trial exploring the combination of UpRi with carboplatin, a standard platinum
chemotherapy broadly used in the treatment of platinum- sensitive ovarian cancer, which we refer to as UPGRADE- A, and our
Phase 3 clinical trial of UpRi as a monotherapy maintenance treatment following treatment with platinum doublets in recurrent
platinum- sensitive ovarian cancer, which we refer to as UP- NEXT. Additionally, our clinical trial of XMT- 2056 was placed
on clinical hold by the U. S. Food and Drug Administration, or FDA, between March 2023 and October 2023 . This trial and
hasnotyetresumed in the first half of 2024 and continues to enroll patients . While we have certain other preclinical
programs in development-our pipeline , it will take additional investment and time, and regulatory clearance, for sueh-any of
the programs to reach the clinical stage of development. In addition, we have other product candidates in our current pipeline
that are based on the same platforms as XMF-Emi - +666-Le and XMT- 2056. If a product candidate fails in development as a
result of any underlying problem with our platforms, then we may be required to discontinue development of the product
candidates that are based on the same technologies. If we were required to discontinue development of XMF~Emi - +666-Le or
XMT- 2056 or of any other current or future product candidate, or if XMFEmi - +666-Le or XMT- 2056 or any other current or
future product candidate were to fail to receive regulatory approval or were to fail to achieve sufficient market acceptance, we
could be prevented from or significantly delayed in achieving profitability. Failure of a discovery program or product candidate
may occur at any stage of preclinical , non- clinical or clinical development, and, because our and our collaborators' discovery
programs and our product candidates are in early stages of preclinical or clinical development, there is a high risk of failure. We
or our collaborators may never succeed in obtaining regulatory approval and generating revenue from such discovery programs
or product candidates. We are in the early stages of our clinical development efforts of our lead product candidates. We are
conducting Phase 1 clinical trials of XMF-Emi - +660-Le and XMT- 2056 and have not yet completed a clinical trial for either
of these product candidates. Our ability to generate product revenues, which we do not expect will occur for many years, if ever,
will depend heavily on the successful development, marketing approval and eventual commercialization of our product
candidates, which may never occur. The results from our preclinical and non- clinical studies of XM¥Emi - +666-Le and
XMT- 2056 and the results from preclinical and non- clinical studies or early clinical trials of any other current or future
product candidates are not necessarily predictive of the results from our ongoing or future discovery programs, preclinical or
non- clinical studies or clinical trials. Promising results in preclinical and non- clinical studies and early encouraging clinical
results of a drug candidate may not be predictive of similar results in later- stage preclinical studies or in humans during clinical
trials. Many companies in the pharmaceutical and biotechnology industries have suffered significant setbacks in clinical trials
after achieving positive results in earlier stages of clinical development, and we have faced and may again face similar setbacks.
For instance, in July 2023, we announced that our UPLIFT Phase 2 clinical trial of UpRi did not meet its primary efficacy
endpoint, despite promising efficacy data from our Phase 1b clinical trial of UpRi. Other companies’ setbacks have been caused
by, among other things, preclinical findings made while clinical trials were underway or safety or efficacy events in preclinical
or clinical trials, including previously unreported adverse events. We similarly have identified aew-safety signals as our clinical
trials have advanced, such as our assessment that serious bleeding events appeat-appeared to occur in patients who received
UpRi at a higher rate than background, which assessment led us to submit an aggregate data safety report to the FDA in June
2023. Similarly, the design of a clinical trial can determine whether its results will support approval of a product, and flaws in



the design of a clinical trial may not become apparent until the clinical trial is well advanced. In March 2023, we announced that
the FDA had issued a clinical hold on our Phase 1 trial of XMT- 2056 following our communication to the FDA that we were
voluntarily suspending the trial due to a Grade 5 (fatal) serious adverse event, or SAE, that was deemed to be related to XMT-
2056. The SAE occurred in the second patient who had been enrolled at the initial dose level in the dose escalation portion of
the Phase 1 clinical trial. On October 31, 2023, we announced that the FDA had lifted the clinical hold and that we had lowered
the starting dose in our Phase 1 dose escalatlon design —We—have—net—yet— and we resumed thls trlal in the ﬁrst half of 2024
and are continuing to enrelted-—- enroll any-patients +n phaset-ehnie h g
ehnteatholdin-Oetober2623-. Any clinical trials that we may conduct may not demonstrate the efﬁcacy and safety necessary to
obtain regulatory approval to market our product candidates. In addition, clinical trial results for one of our product candidates,
or for competitor products utilizing similar technology, may raise concerns about the safety or efficacy of other product
candidates in our pipeline. If the results of our ongoing or future clinical trials are inconclusive with respect to the efficacy of our
product candidates, if we do not meet the clinical endpoints with statistical significance or if there are safety concerns or adverse
events associated with our product candidates, we may be prevented from or delayed in obtaining marketing approval for our
product candidates. For example, in June 2023, following our submission to the FDA of an aggregate safety analysis across all
of our clinical trials of UpRi reporting our assessment that serious bleeding events appear-appeared to occur at a higher rate
than background, the FDA placed a partial clinical hold on our UPGRADE- A and UP- NEXT clinical trials, and in July 2023,
we decided to wind down future development of UpRi, including our UP- NEXT and UPGRADE- A clinical trials, after our
UPLIFT clinical trial failed to meet its primary endpoint. Additionally, a patient in our Phase 1 clinical trial of XMT- 2056
suffered a Grade 5 SAE ;tesulting-that resulted in the clinical hold placed on the trial by the FDA between March 2023 and
October 2023. We-expeet-thateertainrCertain patients in our ongoing clinical trials of Emi- Le and XMT- +666-2056 have
experienced adverse events, and we expect that additional patients in our ongoing clinical trials of Emi- Le and XMT-
2056 and in future clinical trials will experience adverse events, including those that may result in death, as our product
candidates progress through clinical development. There can be significant variability in safety or efficacy results between
different 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 dosing regimen and other
clinical trial protocols and the rate of dropout among clinical trial participants. Moreover, preclinical , non- clinical and clinical
data are often susceptible to varying interpretations and analyses, and many companies that believed their product candidates
performed satisfactorily in preclinical and non- clinical studies and clinical trials have nonetheless failed to obtain FDA
approval. Even if we or our collaborators believe that the results of clinical trials of our product candidates warrant marketing
approval, the FDA or comparable foreign regulatory authorities may disagree and may not grant marketing approval of our
product candidates. Alternatively, even if we obtain regulatory approval, that approval may be for indications or patient
populations that are not as broad as intended or desired or may require labeling that includes significant use or distribution
restrictions or safety warnings. We may also be required to perform additional or unanticipated clinical trials to obtain approval
or be subject to additional post- marketing testing requirements to maintain regulatory approval. In addition, regulatory
authorities may withdraw their approval of a product or impose restrictions on its distribution, such as in the form of a risk
evaluation and mitigation strategy, or REMS, program. The failure to obtain timely regulatory approval of product candidates,
any product marketing limitations or a product withdrawal would negatively impact our business, results of operations and
financial condition. Preliminary, initial, interim and top- line data from our clinical trials that we announce or publish from time
to time may change as more patient 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 announce or publish preliminary, initial, interim or top- line
data from our clinical trials. Positive preliminary or initial data may not be predictive of such trial’ s subsequent or overall
results. Interim data from clinical trials that we may complete do not necessarily predict final results and 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. Preliminary or top- line data also remain subject to audit and verification procedures that may result in the final data
being materially different from the preliminary or top- line data we may publish. While we We-plan-to-disetose-disclosed
positive initial data from the dose escalation and backfill cohorts of our Phase 1 clinical trial of XMF-Emi - +666-Le in
January mid—2624-2025 , but-we have continued to enroll new patients in these—- the trial, and the initial data may be
materially different from final data in the trial. As a result, preliminary , initial , interim and top- line data should be viewed
with caution until the final data are available. Adverse differences between preliminary et initial, interim or top- line data and
final data could significantly harm our business prospects. Events that may delay or prevent successful commencement,
enrollment or completion of clinical trials of our product candidates could result in increased costs to us as well as a delay in
obtaining, or failure to obtain, regulatory approval, or cause us to suspend or terminate a clinical trial, which could prevent us
from commercializing our product candidates on a timely basis, or at all. We cannot guarantee that clinical trials, including our
ongoing and any future additional clinical trials of XMF-Emi - +666-Le , XMT- 2056 or any of our other current or future
product candidates, will be conducted as planned or completed on schedule, if at all. A failure of one or more clinical trials can
occur at any stage of testing, and other events may cause us to temporarily or permanently cease a clinical trial. Events that may
prevent successful or timely commencement, enrollment or completion of clinical development include, among others: * delays
in reaching a consensus with regulatory agencies on trial design; ¢ delays in reaching, or failing to reach, agreement on
acceptable terms with prospective clinical research organizations, or CROs, site management organizations, or SMOs, and
clinical trial sites; * difficulties in obtaining required Institutional Review Board, or IRB, or Ethics Committee, or EC, approval
at each clinical trial site; ¢ challenges in recruiting and enrolling suitable patients to participate in clinical trials that meet the
criteria of the protocol for the clinical trial; « imposition of a clinical hold by regulatory agencies, IRBs or ECs for any reason,
including safety concerns or after an inspection of clinical operations or trial sites; ¢ delays in necessary screenings caused by




third parties with which we or any of our vendors or suppliers contract; ¢ failure by CROs, SMOs, other third parties or us to
adhere to clinical trial requirements; ¢ failure to perform in accordance with the FDA’ s good clinical practices, or GCP, or
applicable regulatory guidelines in other countries; ¢ inadequate quantity or quality of a product candidate or other materials
necessary to conduct clinical trials, including, for example, delays in the testing, validation, manufacturing or delivery of the
product candidates to the clinical sites; ¢ patients not completing participation in a trial or not returning for post- treatment
follow- up; * expected or unexpected safety issues, including the occurrence of SAEs, associated with any product candidate in
clinical trials that are viewed as outweighing the product candidate’ s potential benefits or reports that may arise from preclinical
or clinical testing of other similar cancer therapies that raise safety or efficacy concerns about our product candidates; ¢ changes
in regulatory requirements or guidance that require amending or submitting new clinical protocols or submitting additional data;
* lack of adequate funding to continue one or more clinical trials; or * geopohtlcal or other events, 1nclud1ng the 0ng01ngeﬁn—ﬂ-tet

conflicts between Russia and Ukraine and in the Middle East wa

eontrolsthe-Gaza-Strip-, that unexpectedly disrupt, delay or generally 1nterfere in reglonal or worldw1de operatlons of our
clinical trial sites, CROs, SMOs or other operations applicable to the conduct of relevant development activities. Delays,
including delays caused by the above factors, can be costly and could negatlvely affect our ablhty to commence, enroll or
complete our current and anticipated chnlcal trlals In W 6 ; i

UP-—NE%@Pehmeal—tﬂa%s—ef—Up}Hédmeﬂaﬂ-y—m—March 2023 we announced that our Phase 1 Cllnleal trlal of XMT 2056 had
been placed on clinical hold by the FDA following a Grade 5 SAE. The FDA lifted this clinical hold in October 2023, and we
resumed this trial in the first half of 2024 and arc working-continuing to resume-enrolment-—--- enroll in-this-elinteal-trial;
butne-patients are-eurrentty-enrotted-. [f we or our collaborators are not able to successfully complete clinical trials, we or they
will not be able to obtain regulatory approval and will not be able to commercialize our product candidates or our collaborators’
product candidates based on our technology. An inability to enroll sufficient numbers of patients in our clinical trials could result
in increased costs and longer development periods for our product candidates. Clinical trials require sufficient patient
enrollment, which is a function of many factors, including:  the size and nature of the patient population; * the severity of the
disease under investigation; ¢ the nature and complexity of the trial protocol, including eligibility criteria for the trial; ¢ the
design of the trial; « the number of clinical trial sites and the proximity of patients to those sites; ¢ the standard of care in the
diseases under investigation; ¢ the ability and commitment of clinical investigators to identify eligible patients; ¢ clinicians’ and
patients’ perceptions of the potential advantages and risks of the drug being studied in relation to other available therapies,
including any new drugs that may be approved for the indications we are investigating; and e the risk that patients enrolled in
clinical trials will drop out of the trials before completion or, because they are late- stage cancer patients, that they will not
survive the full terms of the clinical trials. In addition, our clinical trials will compete with other clinical trials for product
candidates that are in the same therapeutic areas as our current and future product candidates. This competition will reduce the
number and types of patients available to us, because some patients who might have opted to enroll in our trials may instead opt
to enroll in a trial conducted by one of our competitors. Since the number of qualified clinical investigators is limited, we expect
to conduct some of our clinical trials at the same clinical trial sites that some of our competitors use, which will reduce the
number of patients who are available for our clinical trials at such sites. Moreover, because certain of our current and future
product candidates, including those based on our Immunosynthen stimulator of interferon genes-, or STING-, agonist platform,
represent innovations over more commonly used methods for cancer treatment, including other approved ADC medicines,
potential patients and their doctors may be inclined to use conventional oncology therapies or other approved ADC medicines,
rather than enroll patients in our ongoing or any future clinical trials. Challenges in recruiting and enrolling suitable patients to
participate in clinical trials that meet the criteria of the protocol could increase costs and result in delays to our current
development plans for XMF-Emi - +666-Le , XMT- 2056 or any other current or future product candidate. Our product
candidates may cause undesirable or unexpectedly severe side effects that could delay or prevent their regulatory approval, limit
the commercial profile of an approved label, or result in significant negative consequences following marketing approval, if any.
Undesirable or unexpectedly severe side effects caused by our product candidates could cause us to interrupt, delay or halt
preclinical studies or could cause us or regulatory authorities to interrupt, delay or halt clinical trials and could result in a more
restrictive label or the delay or denial of regulatory approval by the FDA or comparable foreign regulatory authorities. It is
likely that, as is the case with many treatments for the serious diseases for which we are developing our product candidates,
there may be side effects associated with the use of our product candidates, including severe treatment- related adverse events,
or TRAES, including death. Results of our trials could reveal a high and unacceptable severity and prevalence of these or other
side effects. In such an event, our trials could be suspended or terminated and the FDA or comparable foreign regulatory
authorities could order us to cease further development of or deny approval of our product candidates for any or all targeted
indications. TRAEs could also affect patient recruitment or the ability of enrolled patients to complete the trial or result in
potential product liability claims. Any of these occurrences may harm our business, financial condition and prospects
significantly. We may observe undesirable side effects, including severe TRAEs, including those that may result in death,
For-- or other SAEs example;patientsirotr—- or potential safety issues in non- clinical studies or in clinical trials at any
stage of UpRi;-for-which-we-diseentinted-development of m%@%—aﬂdﬂw%ehﬂﬁas—éeﬁfe{eped—ttsmg—o Be}&ﬂe*rn-p}&t-feﬂﬁ
product candldates experteneed—sevefe—"PMEs—mcludmg Emi ;-4 :




platfmm technoloues payloads and tars_ets we may flnd it dlfflLult to predlct or assess whether scn‘ety ev ents reported for any
one product candidate are related to such shared attributes. We-may-observe-undesirable-side-effeets-Patients in our clinical
trials of UpRi , inetading-for which we discontinued development in 2023 and which was developed using our Dolaflexin
platform, experienced scvere TRAEs sincluding , without limitation, those-thatmayresultin-decath, hemorrhage, aspartate
aminotransferase, or AST, elevation, nausea, platelet count decrease (including thrombocytopenia), fatigue, anemia,
pyrexia, alanine aminotransferase, or ALT, elevation, blood alkaline phosphatase / lactate dehydrogenase, or ALP /
LDH, mcrease, protelnurla, vomltmg, asthema, dlarrhea, headache, perlpheral neuropathy, neutropenla and

ty 6 linical trials— trial at
: XMT -1-669—1592 for whlch we discontinued development in
May 2022 and whlch was developed usmg our Dolasynthen platform, also experienced severe TRAEs of anemia and
pneumonitis. We are currently conducting a Phase 1 clinical trial of Emi- Le, which was developed using our
Dolasynthen platform and utilizes the same auristatin payload as UpRi and XMT- 1592. In January 2656-- 2025 , we
reported initial safety, tolerability and efficacy data from the ongoing dose escalation and backfill cohorts of this trial .
Any-sueh-As of the December 13, 2024 data cut date, the following TRAEs of any grade were observed in 10 % or more
of patients across the entire population or in one of three dose groups: AST increase, proteinuria, nausea, fatigue,
pyrexia, decreased appetite, diarrhea, ALT increase, anemia, ALP increase, decreased platelet count, vomiting,
arthralgia, constipation, hypophosphatemia, increased amylase and headache. While we had not observed any Grade 4
or Grade S TRAE:s as of the December 13, 2024 data cut date, we may observe severe or additional TRAEs, SAEs or other
potential safety issues as we continue our Phase 1 clinical trial of Emi- Le or advance Emi- Le into later stages of clinical
development. These potential safety issues may be similar to or in addition to ether-previously reported TRAES, scvere
TRAEs, SAEs or other safety issues we have observed previously ebserved-in our clinical trial of Emi- Le or in our clinical
trials of BpRi-XMT- 1592 or any-UpRi. Additionally, we are conducting a Phase 1 clinical trial of XMT- 2056, which was
developed using our Immunosynthen platform and our novel STING- agonist payload. This trial was placed on clinical
hold by the FDA from March 2023 to October 2023 following a Grade S SAE. Patients in our ongoing trial of XMT- 2056
have experienced TRAEs and may experience TRAESs, including severe TRAEs and SAEs, similar to those we have
observed in trials of our other current and prior product eandidate-candidates or similar to those that have been observed
by third parties in their clinical trials of other human epidermal growth receptor 2-, or HER2-, targeting ADCs, such as
ENHERTU ® (fam- trastuzumab deruxtecan- nxki) or KADCYLA ® (ado- trastuzumab emtansine), including
interstitial lung disease and / or pneumonitis, embryo- fetal toxicity, neutropenia, hepatoxicity, cardiac toxicity, infusion-
related reactions, hemorrhage, thrombocytopenia and neurotoxicity. Patients enrolled in this trial may also experience
additional TRAEs, SAEs or other potential safety issues as a result of XMT- 2056’ s unique mechanism of action .
Additionally, we and our clinical trial investigators currently determine if serious adverse or undesirable side effects are drug-
related. The FDA or comparable regulatory authorities may disagree with our or our clinical trial investigators’ interpretation of
data from clinical trials and the conclusion by us or our clinical trial investigators that an SAE or undesirable side effect was not
drug- related. The FDA or comparable regulatory authorities may require more information related to the safety of our product
candidates, including additional preclinical or clinical data to support approval, which may cause us to incur additional
expenses, delay or prevent the approval of one of our product candidates, and / or delay or cause us to change our
commercialization plans, or we may decide to abandon the development of the product candidate altogether. Further, by design,
clinical trials rely on a sample of the potential patient population. With a limited number of patients and limited duration of
exposure, rare and severe side effects of our product candidates may only be uncovered when a significantly larger number of
patients is exposed to the product candidate. If our product candidates receive marketing approval and we or others identify
undesirable side effects caused by such product candidates after such approval, a number of potentially significant negative
consequences could result, including: * regulatory authorities may require the addition of labeling statements, such as a ““ black
box ” warning or a contraindication; * we may be required to create a medication guide outlining the risks of such side effects
for distribution to patients; ¢ regulatory authorities may require a REMS plan to mitigate risks, which could include medication
guides, physician communication plans, or elements to assure safe use, such as restricted distribution methods, patient registries
and other risk minimization tools; * we may be required to change the way such product candidates are distributed or
administered, conduct additional clinical trials or change the labeling of the product candidates; * we may be subject to
regulatory investigations and government enforcement actions; * regulatory authorities may withdraw or limit their approval of
such product candidates; * we may decide to remove such product candidates from the marketplace; * we could be sued and held
liable for injury caused to individuals exposed to or taking our product candidates; and * we may suffer reputational harm. Any
of these events could prevent us from achieving or maintaining market acceptance of the particular product candidate, if
approved, and could significantly harm our business, results of operations and prospects. Similarly, undesirable or severe side
effects of ADCs developed or commercialized by our collaborators or competitors could cause the FDA or comparable
regulatory authorities to take actions that would materially and adversely affect our ability to conduct clinical trials of our
product candidates or, if any are approved for marketing, to commercialize such product candidates. We may choose not to
develop a potential product candidate, or we may suspend or terminate one or more discovery or preclinical programs or product
candidates. At any time and for any reason, we may determine that one or more of our discovery programs, preclinical programs




or product candidates does not have sufficient potential to warrant the allocation of resources toward such program or product
candidate. Furthermore, because we have limited financial and personnel resources, we have placed significant focus on the
development of a limited number of product candidates, including XMT-Emi - +666-Le and XMT- 2056 and historically
including UpRi and XMT- 1592. Accordingly, we may choose not to develop a product candidate or elect to suspend or
terminate one or more of our discovery or preclinical programs. If we suspend or terminate a program or product candidate in
which we have invested significant resources, we will have expended resources on a program or product candidate that will not
provide a full return on our investment. For example, in July 2023, we announced our decision to discontinue further
development of UpRi based on the failure of our Phase 2 UPLIFT clinical trial to meet its primary endpoint. Additionally, in
May 2022, we decided to discontinue development of XMT- 1592 based in part on the lower prevalence of the NaPi2b
biomarker in non- small cell lung cancer, or NSCLC, and the increasingly competitive nature of such indication. We may also
cease developing a product candidate for a particular indication. For example, in November 2021, we determined to cease
developing UpRi as a single agent in patients with NSCLC and determined to focus development on patients with ovarian
cancer. As a result, we may have missed an opportunity to have allocated the resources originally used to develop UpRi and
XMT- 1592 to potentially more productive uses, including existing or future programs or product candidates. If we do not
accurately evaluate the commercial potential or target market for a particular future product candidate, we may relinquish
valuable rights to future product candidates through collaboration, licensing or other royalty arrangements. We or our
collaborators may fail to discover and develop additional potential product candidates. Our and our collaborators’ research
programs to identify new product candidates will require substantial technical, financial and human resources, and we or our
collaborators may be unsuccessful in our or their efforts to identify new product candidates. If we or our collaborators are unable
to identify suitable additional product candidates for preclinical and clinical development, our or their ability to develop product
candidates and our ability to obtain revenues from commercializing our products or to receive royalties from our collaborators’
sales of their products in future periods could be compromised, which could result in significant harm to our financial position
and adversely impact our stock price . Risks Related to our Financial Position...... and commercialization rights to such product
candidate|. Risks Related to Our Reliance on Third Parties Because we rely on third- party manufacturers and suppliers, our
supply of research and development, preclinical and clinical development materials may become limited or interrupted or may
not be of satisfactory quantity or quality. We rely on third- party contract manufacturers to manufacture our preclinical and
clinical trial product supplies, as well as to support our manufacturing obligations under our current collaborations, and we lack
the internal resources and the capability to manufacture any product candidates on a clinical or commercial scale. The facilities
used by our contract manufacturers to manufacture the active pharmaceutical ingredient and final drug product must be
acceptable to the FDA and other comparable foreign regulatory agencies pursuant to inspections that would be conducted after
we submit our marketing application or relevant foreign regulatory submission to the applicable regulatory agency. There can be
no assurance that our preclinical and clinical development product supplies will be sufficient, uninterrupted or of satisfactory
quality or will continue to be available at acceptable prices. If our contract manufacturers cannot successfully manufacture
material that conforms to our specifications and the strict regulatory requirements of the FDA or applicable foreign regulatory
agencies, they will not be able to secure or maintain regulatory approval for their manufacturing facilities. Additionally, if
geopolitical events that are beyond our control or the control of our contract manufacturers create barriers to performance that
impede their ability to manufacture for or deliver manufactured supplies to us, we may be unable to secure an adequate
inventory of preclinical and clinical development product supplies. Any replacement of our manufacturers could require
significant effort and expertise because there may be a limited number of qualified replacements. The manufacturing process for
a product candidate is subject to FDA and foreign regulatory authority review. Suppliers and manufacturers must meet
applicable manufacturing requirements and undergo rigorous facility and process validation tests required by regulatory
authorities in order to comply with regulatory standards, such as current good manufacturing practices , or ¢GMP . We have no
direct control over our contract manufacturers’ ability to maintain adequate quality control, quality assurance and qualified
personnel. In the event that any of our manufacturers fails to comply with regulatory requirements or to perform its obligations
to us in relation to quality, timing or otherwise, or if our supply of components or other materials becomes limited or interrupted
for other reasons, we may be forced to manufacture the materials ourselves, for which we currently do not have the capabilities
or resources, or enter into an agreement with another third party, which we may not be able to do on reasonable terms, if at all.
In some cases, the technical skills or technology required to manufacture our product candidates may be unique or proprietary to
the original manufacturer, and we may have difficulty transferring such skills or technology to another third party and a feasible
alternative may not exist. These factors would increase our reliance on such manufacturer or require us to obtain a license from
such manufacturer in order to have another third- party manufacture our product candidates. If we are required to change
manufacturers for any reason, we will be required to verify that the new manufacturer maintains facilities and procedures that
comply with quality standards and with all applicable regulations and guidelines. The delays associated with the verification of a
new manufacturer could negatively affect our ability to develop product candidates in a timely manner or within our budget.
Our reliance on contract manufacturers also exposes us to the possibility that they, or third parties with access to their facilities,
will have access to and may appropriate our trade secrets or other proprietary information. We expect to continue to rely on
third- party manufacturers if we receive regulatory approval for any product candidate. To the extent that we have existing, or
enter into future, manufacturing arrangements with third parties, we will depend on these third parties to perform their
obligations in a timely manner consistent with contractual and regulatory requirements, including those related to quality control
and assurance. If we are unable to obtain or maintain third- party manufacturing for product candidates, or to do so on
commercially reasonable terms, we may not be able to develop and commercialize our product candidates successfully. Our or a
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trials of product candidates under development; * a delay in submitting regulatory applications, or delay or failure to receive
regulatory approvals, for product candidates; * a loss of the cooperation of an existing or future strategic collaborator; ¢
subjecting third- party manufacturing facilities or our manufacturing facilities to additional inspections by regulatory authorities;
* a requirement to cease distribution or to recall batches of our product candidates; * in the event of approval to market and
commercialize a product candidate, an inability to meet commercial demands for our products; and e fines, adverse publicity,
and civil and criminal enforcement and sanctions. We, or our third- party manufacturers, may be unable to successfully scale- up
manufacturing of our ADC product candidates in sufficient quality and quantity, which would delay or prevent us from
developing our ADC product candidates and commercializing approved products, if any. In order to conduct clinical trials of our
product candidates and commercialize any approved product candidates, we, or our third- party manufacturers, will need to
manufacture them in large quantities. We, or our third- party manufacturers, may be unable to successfully increase the
manufacturing capacity for any of our product candidates in a timely or cost- effective manner, or at all. In addition, quality
issues may arise during scale- up activities. If we or any third- party manufacturer are unable to successfully scale up the
manufacture of our product candidates in sufficient quality and quantity, the development, testing and clinical trials of that
product candidate may be delayed or infeasible, and regulatory approval or commercial launch of any resulting product may be
delayed or not obtained, which could significantly harm our business. If we are unable to obtain or maintain third- party
manufacturing for commercial supply of our product candidates, or to do so on commercially reasonable terms, we may not be
able to develop and commercialize our product candidates successfully. We rely on third parties to conduct preclinical studies
and clinical trials for XMFEmi - +660-Le , XMT- 2056 and our other product candidates, and if such third parties do not
properly, timely and successfully perform their obligations to us, we may not be able to obtain regulatory approvals for XM+
Emi - +666-Le , XMT- 2056 or any other current or future ADC product candidates. We designed the ongoing clinical trials of
XMTF-Emi - +660-Le and XMT- 2056, the trial for XMT- 1592 that closed in 2022 ;-and our UPLIFT, UPGRADE- A and UP-
NEXT clinical trials of UpRi, for which we discontinued development in 2023, and we intend to design any future clinical trials
for any future product candidates that we may develop if preclinical studies are successful and we do not have a strategic
collaborator responsible for such trial design. However, we rely on CROs, SMOs, clinical sites, investigators and other third
parties to assist in managing, monitoring and otherwise carrying out many of these trials. As a result, we have less direct control
over the conduct, timing and completion of these clinical trials and the management of data developed through clinical trials
than would be the case if we were relying entirely upon our own staff. These CROs, SMOs, investigators and other third parties
are not our employees, and we have limited control over the amount of time and resources that they dedicate to our programs.
We compete with many other companies for the resources of these third parties. These third parties may have contractual
relationships with other entities, some of which may be our competitors, which may draw time and resources from our programs.
The third parties with whom we contract might not be diligent, careful or timely in conducting our preclinical studies or clinical
trials, or complying with current good laboratory practices or current good clinical practices, as applicable, resulting in the
preclinical studies or clinical trials being delayed or unsuccessful. The third parties on whom we rely generally may terminate
their engagements at any time, and having to enter into alternative arrangements would delay development and
commercialization of our product candidates. Communicating with outside parties can also be challenging, potentially leading to
mistakes as well as difficulties in coordinating activities. Outside parties may: * have staffing difficulties; ¢ fail to comply with
contractual obligations; ¢ experience regulatory compliance issues; * undergo changes in priorities or become financially
distressed; or « form relationships with other entities, some of which may be our competitors. The FDA and comparable foreign
regulatory authorities require compliance with regulations and standards, including GCP, for designing, conducting, monitoring,
recording, analyzing and reporting the results of clinical trials to assure that the data and results are credible and accurate and
that the rights, integrity and confidentiality of trial participants are protected. Although we rely, and intend to continue to rely,
on third parties to conduct our clinical trials, they are not our employees, and we are responsible for ensuring that each of these
clinical trials is conducted in accordance with its general investigational plan, protocol and other requirements. Our reliance on
these third parties for research and development activities will reduce our control over these activities but will not relieve us of
our responsibilities. For any violations of laws or regulations during the conduct of our clinical trials, we could be subject to
untitled and warning letters or enforcement action that may include civil penalties up to and including criminal prosecution. If
these third parties do not successfully carry out their duties under their agreements, if the quality or accuracy of the data they
obtain is compromised due to their failure to adhere to clinical trial protocols or to regulatory requirements, or if they otherwise
fail to comply with clinical trial protocols or meet expected deadlines, the clinical trials of our product candidates may not meet
regulatory requirements. The FDA enforces GCP regulations through periodic inspections of clinical trial sponsors, principal
investigators and trial sites. If we or our CROs fail to comply with applicable GCPs or other regulatory requirements, the clinical
data generated in our clinical trials may be deemed unreliable, third parties may need to be replaced, we may be subject to
negative publicity, fines and civil or criminal sanctions, and preclinical development activities or clinical trials may be extended,
delayed, suspended or terminated. If any of these events occur, we may not be able to obtain regulatory approval of our product
candidates on a timely basis or at all. We depend on certain strategic relationships with other companies to assist in the research,
development and commercialization of our ADC platforms and ADC product candidates. If our existing significant collaborators
do not perform as expected, this may negatively affect our ability to commercialize our ADC product candidates or generate
revenues through technology licensing or may otherwise negatively affect our business. We have established strategic
collaborations and intend to continue to establish strategic collaborations and other relationships with third parties to research,
develop and commercialize our platforms and existing and future product candidates. In December 2022, we entered into a
collaboration and license agreement with AresFrading;S—A-amaffiliate-of Merck KGaA Darmstadt-Germany;-or-Merek
KGaAs-for the research, development and commercialization of ADC product candidates leveraging our Immunosynthen
platform, and in February 2022, we entered into a collaboration agreement with JanssenBioteeh;Inesor-Johnson & Johnson 5



for the research, development and commercialization of ADC product candidates leveraging our Dolasynthen platform.
Additionally, in August 2022, we entered into an option, collaboration and license agreement with GlaxeSmithiline-InteHeetaat
Property-(No—4Eimited;-or-GSK -pursuant to which we granted GSK an exclusive option to obtain an exclusive license to co-
develop and to commercialize products containing XMT- 2056. Under these arrangements, we will depend on our collaborators
to design and conduct their clinical trials. As a result, we will not be able to control or oversee the conduct of these programs by
our collaborators and those programs may not be successful, which may negatively impact our business operations. In addition,
if any of these collaborators withdraw support for these programs or proposed products or otherwise impair their development or
experience negative results, our business and our product candidates could be negatively affected. Our collaborators may
terminate their agreements with us for cause under certain circumstances or at will in certain cases and discontinue use of our
technologies. In addition, we cannot control the amount and timing of resources our collaborators may devote to products
utilizing or incorporating our technology. Moreover, our relationships with our collaborators may divert significant time and
effort of our scientific staff and management team and require effective allocation of our resources to multiple internal and
collaborative projects. Our collaborators may fail to perform their obligations under the collaboration agreements or may not
perform their obligations in a timely manner. If conflicts arise between our collaborators and us, the other party may act in a
manner adverse to us and could limit our ability to implement our strategies. If any of our significant collaborators terminate or
breach our agreements with them, or otherwise fail to complete their obligations in a timely manner, or if GSK ultimately
decides not to exercise its option for a license to co- develop and commercialize XMT- 2056, it may have a detrimental effect on
our financial position by reducing or eliminating the potential for us to receive technology access and license fees, milestones
and royalties, reimbursement of development costs, as well as possibly requiring us to devote additional efforts and incur costs
associated with pursuing internal development of product candidates. Furthermore, if our collaborators do not prioritize and
commit sufficient resources to programs associated with our product candidates or collaboration product candidates, we or our
collaborators may be unable to commercialize these product candidates, which would limit our ability to generate revenue and
become profitable. For instance, in late 2024, Johnson & Johnson terminated without cause its development of ADCs
directed to two of the three targets it had selected under our Dolasynthen collaboration with Johnson & Johnson. As a
result, we will only be eligible to receive potential milestone payments and royalties pursuant to this collaboration
agreement from the one ongoing ADC development program directed to the remaining target. Our collaborators may
separately pursue competing products, therapeutic approaches or technologies to develop treatments for the diseases targeted by
us or our collaborators. Competing products, either developed by our collaborators or to which our collaborators have rights,
may result in the withdrawal of collaborators support for our product candidates. Even if our collaborators continue their
contributions to the strategic relationships, they may nevertheless determine not to actively pursue the development or
commercialization of any resulting products. Additionally, if our collaborators pursue different clinical or regulatory strategies
with their product candidates based on our platforms or technologies, adverse events with their product candidates could
negatively affect our product candidates utilizing similar technologies. Any of these developments could harm our product
development efforts. To date, we have depended on a small number of collaborators for a substantial portion of our revenue.
The loss of any one of these collaborators could result in non- achievement of our expected revenue payments. We have entered
into strategic collaborations with a limited number of companies. To date, a substantial portion of our revenue has resulted from
payments made under certain agreements with our strategic collaborators, and we expect that a portion of our revenue will
continue to come from strategic collaborations. The loss of any of our collaborators, or the failure of our collaborators to
perform their obligations under their agreements with us, including paying license or technology fees, milestone payments,
royalties or reimbursements, could have a material adverse effect on our financial performance. Payments under our existing and
future strategic collaborations are also subject to significant fluctuations in both timing and amount, which could cause our
revenue to fall below the expectations of securities analysts and investors and cause a decrease in our stock price. We may seek
to establish additional strategic collaborations, and if we are not able to establish them on commercially reasonable terms, or
maintain them, we may have to alter our development and commercialization plans. We continue to strategieally-evaluate our
strategic collaborations and, as appropriate, we expect to enter into additional strategic collaborations in the future, including
potentially with major biotechnology or biopharmaceutical companies. We face significant competition in seeking appropriate
collaborators for our product candidates and platforms, and the negotiation process is time- consuming and complex. In order
for us to successfully collaborate with a third- party to leverage our platforms or advance our product candidates, potential
collaborators must view these platforms and product candidates as economically valuable in markets they determine to be
attractive in light of the terms that we are seeking and other available platforms and products for licensing by other companies.
Even if we are successful in our efforts to establish strategic collaborations, the terms that we agree upon may not be favorable
to us, and we may not be able to maintain such strategic collaborations if, for example, development or approval of a product
candidate is delayed or sales of an approved product are disappointing. Any delay in entering into strategic collaboration
agreements related to our product candidates or platforms could delay the development and commercialization of existing or
future product candidates and reduce their competitiveness even if they reach the market. If we are not able to generate revenue
under our strategic collaborations when and in accordance with our expectations or the expectations of industry analysts, this
failure could harm our business and have an immediate adverse effect on the trading price of our common stock. If we fail to
establish and maintain additional strategic collaborations related to our product candidates for which we have not yet entered
into a strategic collaboration, we will bear all of the risk and costs related to the development of any such product candidate, and
we may need to seek additional financing, hire additional employees and otherwise develop additional expertise for which we
have not budgeted. If we are not successful in seeking additional financing, hiring additional employees or developing additional
expertise, if necessary, our cash burn rate would increase or we would need to take steps to reduce our rate of product candidate
development. This could negatively affect the development of any product candidate for which we do not currently have a



collaborator. Risks Related to Commercialization of Our ADC Product Candidates Our future commercial success depends upon
attaining significant market acceptance of our ADC product candidates, if approved, among physicians, patients and health care
payors. Even if we obtain regulatory approval for any other current or future product candidates that we may develop or acquire
in the future, the product candidate may not gain market acceptance among physicians, health care payors, patients and the
broader healthcare community. Market acceptance of any approved products depends on a number of factors, including: « the
efficacy and safety of the product, as demonstrated in clinical trials; * the indications for which the product is approved and the
label approved by regulatory authorities for use with the product, including any warnings that may be required on the label; *
acceptance by physicians and patients of the product as a safe and effective treatment; © the cost, safety and efficacy of treatment
in relation to alternative treatments; * the availability of adequate reimbursement and pricing by third- party payors and
government authorities; ¢ relative convenience and ease of administration; * the prevalence and severity of adverse side effects;
and ¢ the effectiveness of our sales and marketing efforts. Perceptions of any product are influenced by perceptions of
competitors’ products. As a result, adverse public perception of our competitors’ products may negatively impact the market
acceptance of our product candidates. Market acceptance is critical to our ability to generate significant revenue and become
profitable. Any therapeutic candidate, if approved and commercialized, may be accepted in only limited capacities or not at all.
If any approved products are not accepted by the market to the extent that we expect, we may not be able to generate significant
revenue and our business would suffer. The incidence and prevalence for target patient populations of our drug candidates have
not been established with precision. If the market opportunities for our drug candidates are smaller than we estimate, or if any
approval that we obtain is based on a narrower definition of the patient population, our revenue and ability to achieve
profitability will be adversely affected, possibly materially. The precise incidence and prevalence of B7- H4- expressing cancers
and human-epidermal-growth-factorreeeptor 2--or-HER2- ;expressing cancers are uncertain. Our estimates of the number of
people who have these diseases, as well as the subset of people who have the potential to benefit from treatment with our
product candidates , are based on estimates. The total addressable market opportunity for XMF-Emi - +666-Le , XMT- 2056 or
any of our other current or future product candidates will ultimately depend upon, among other things, the diagnosis criteria
included in the final label for each such product candidate if our product candidates are approved for sale for these indications,
acceptance by the medical community, and patient access, drug pricing and reimbursement. The number of patients who can be
treated with XMF-Emi - +666-Le , XMT- 2056 or any of our other current or future product candidates may turn out to be lower
than expected, patients may not be otherwise amenable to treatment with our drugs or we may face increasing difficulties in
identifying or gaining access to new patients, all of which would adversely affect our results of operations and our business. If
we are unable to establish sales, marketing and distribution capabilities, we may not be successful in commercializing our
product candidates if and when they are approved. We do not have a sales or marketing infrastructure and have no experience in
the sale, marketing or distribution of products. To achieve commercial success for any product for which we have obtained
marketing approval, we will need to establish a sales and marketing organization or pursue a collaborative arrangement for such
sales and marketing. In the future, we expect to build a focused sales and marketing infrastructure to market X¢¥Emi - 1666
Le and any other current or future product candidates in the United States and certain foreign jurisdictions, if and when they are
approved, and we may potentially do so for XMT- 2056. There are risks involved with establishing our own sales, marketing
and distribution capabilities. For example, recruiting and training a sales force is expensive and time consuming and could delay
any product launch. If the commercial launch of a product candidate for which we recruit a sales force and establish marketing
capabilities is delayed or does not occur for any reason, we would have prematurely or unnecessarily incurred these
commercialization expenses. This may be costly, and our investment would be lost if we cannot retain or reposition our sales
and marketing personnel. Factors that may inhibit our efforts to commercialize our products on our own include: ¢ our inability
to recruit, train and retain adequate numbers of effective sales and marketing personnel; « the inability of sales personnel to
obtain access to physicians; ¢ the lack of adequate numbers of physicians to prescribe any future products; * the lack of
complementary products to be offered by sales personnel, which may put us at a competitive disadvantage relative to companies
with more extensive product lines; and * unforeseen costs and expenses associated with creating an independent sales and
marketing organization. If we are unable to establish our own sales, marketing and distribution capabilities and enter into
arrangements with third parties to perform these services, our product revenues and our profitability, if any, are likely to be
lower than if we were to market, sell and distribute any products that we develop ourselves. In addition, we may not be
successful in entering into arrangements with third parties to sell, market and distribute certain of our product candidates outside
of the United States or may be unable to do so on terms that are favorable to us. We likely will have limited control over such
third parties, and any of them may fail to devote the necessary resources and attention to sell and market our products
effectively. If we do not establish sales, marketing and distribution capabilities successfully, either on our own or in
collaboration with third parties, we will not be successful in commercializing our product candidates. Reimbursement may be
limited or unavailable in certain market segments for our ADC product candidates, which could make it difficult for us to sell
our products profitably. In both domestic and foreign markets, sales of any of our product candidates, if approved, will depend,
in part, on the extent to which the costs of our products will be covered by third- party payors, such as government health
programs, commercial insurance and managed health care organizations. These third- party payors decide which drugs will be
covered and establish reimbursement levels for those drugs. The containment of health care costs has become a priority of
foreign and domestic governments as well as private third- party payors. The prices of drugs have been a focus in this effort.
Governments and private third- party payors have attempted to control costs by limiting coverage and the amount of
reimbursement for particular medications, which could affect our ability to sell our product candidates profitably. Cost- control
initiatives could cause us to decrease the price we might establish for products, which could result in lower than anticipated
product revenues. Reimbursement by a third- party payor may depend upon a number of factors, including the third- party
payor’ s determination that use of a product is: * a covered benefit under its health plan; « safe, effective and medically



necessary; ¢ appropriate for the specific patient; ¢ cost- effective; and * neither experimental nor investigational. Adverse pricing
limitations may hinder our ability to recoup our investment in XMFEmi - +666-Le , XMT- 2056 or any other current or future
product candidates, even if such product candidates obtain marketing approval. Obtaining coverage and reimbursement approval
for a product from a government or other third- party payor is a time consuming and costly process that could require us to
provide supporting scientific, clinical and cost- effectiveness data for the use of our products to the payor. Further, there is
significant uncertainty related to third- party payor coverage and reimbursement of newly approved drugs. We may not be able
to provide data sufficient to gain acceptance with respect to coverage and reimbursement. We cannot be sure that coverage or
adequate reimbursement will be available for any of our product candidates. Also, we cannot be sure that reimbursement
amounts will not reduce the demand for, or the price of, our products. If reimbursement is not available or is available only to
limited levels, we may not be able to commercialize certain of our products. In addition, in the United States, third- party payors
are increasingly attempting to contain health care costs by limiting both coverage and the level of reimbursement of new drugs.
As a result, significant uncertainty exists as to whether and how much third- party payors will reimburse patients for their use of
newly approved drugs, which in turn will put pressure on the pricing of drugs. Manufacturers further may be required to offer
price concessions to achieve sales or favorable coverage. Price controls may be imposed in the United States and foreign
markets, which may adversely affect our future profitability. In the United States, the prices of pharmaceutical products are
increasingly subject to review and legislative actions to exert government regulation over the costs of such products. Further, in
a number of foreign countries, including member states of the European Union, or EU Member States, the pricing of
prescription drugs is subject to governmental control. Additional countries may adopt similar approaches to the pricing of
prescription drugs. In such countries, pricing negotiations with governmental authorities can take considerable time after receipt
of marketing approval for a product. In addition, there can be considerable pressure by governments and other stakeholders on
prices and reimbursement levels, including as part of cost containment measures. Political, economic and regulatory
developments may further complicate pricing negotiations, and pricing negotiations may continue after reimbursement has been
obtained. Reference pricing used by various EU Eurepean-Unterrmember-Member states-States and parallel distribution, or
arbitrage between low- priced and high- priced EU member-Member states-States , can further reduce prices. In some
countries, we may be required to conduct a clinical trial or other trials that compare the cost- effectiveness of our product
candidates to other available therapies in order to obtain or maintain reimbursement or pricing approval. We cannot be sure that
such prices and reimbursement will be acceptable to us or our strategic collaborators. Publication of discounts by third- party
payors or authorities may lead to further pressure on the prices or reimbursement levels within the country of publication and
other countries. If pricing is set at unsatisfactory levels or if reimbursement of our products is unavailable or limited in scope or
amount, our revenues from sales by us or our strategic collaborators and the potential profitability of our product candidates in
those countries would be negatively affected. We face substantial competition, and if our competitors develop and market
products that are more effective, safer or less expensive than any of our current or future product candidates, our commercial
opportunities will be negatively impacted. The biotechnology and biopharmaceutical industries are characterized by rapidly
advancing technologies, intense competition and a strong emphasis on proprietary products. Many third parties compete with us
in developing various approaches to cancer therapy. They include pharmaceutical companies, biotechnology companies,
academic institutions and other research organizations. Any treatments developed by our competitors could be superior to our
product candidates. It is possible that these competitors will succeed in developing technologies that are more effective than our
platforms or product candidates or that would render our platforms obsolete, noncompetitive or not economical. We anticipate
that we will face increased competition in the future as additional companies enter our market and scientific developments
surrounding other cancer therapies continue to accelerate. We are also aware of multiple companies with ADC technologies that
may be competitive to our platforms, and these companies or their partners and collaborators may develop product candidates
that compete in the same indications as our current and future product candidates. Multiple companies are also developing
ADC:s targeting the same biomarkers as we are targeting or that could compete with our Immunosynthen product candidates,
albeit with differing immune stimulating approaches. We expect to compete based on our innovative technology and the
efficacy, safety and tolerability profile of our ADCs compared to other product candidates, but if our ADCs are not
demonstrably superior in these respects, we may not be able to compete effectively. Products we may develop in the future are
also likely to face competition from other products and therapies, some of which we may not currently be aware. Many of our
competitors have significantly greater financial resources and expertise in research and development, manufacturing, preclinical
studies, conducting clinical trials, obtaining regulatory approval and marketing than we do. In addition, many of these
competitors are active in seeking patent protection and licensing arrangements in anticipation of collecting royalties for use of
technology that they have developed. Large pharmaceutical companies, in particular, have extensive experience in clinical
testing, obtaining marketing approvals, establishing clinical trial sites, recruiting patients and in manufacturing pharmaceutical
products and may succeed in discovering, developing and commercializing products in our field before we do. Smaller or early-
stage companies may also prove to be significant competitors, particularly through strategic relationships with large and
established companies. These third parties compete with us in recruiting and retaining qualified scientific and management
personnel, as well as in acquiring technologies complementary to our programs. In addition, if our product candidates are
approved and commercialized, we may face competition from biosimilars. The route to market for biosimilars was established
with the passage of the Health Care Reform Act in March 2010. The Biologics Price Competition and Innovation Act of 2009,
or BPCIA, establishes a pathway for FDA approval of follow- on biologics and provides 12 years of data exclusivity for
reference products. The BPCIA is complex and continues to be interpreted and implemented by the FDA. In addition,
government proposals have sought to reduce the 12- year reference product exclusivity period. Further, since the BPCIA was
enacted as part of the overall Health Care Reform Act, current litigation challenges to that Act, discussed more in full below,
could impact the validity of the BPCIA. As a result, there still remains significant uncertainty as to the ultimate impact,



implementation and regulatory interpretation of the BPCIA. In Europe, the European Medicines Agency, or EMA, has issued
guidelines for approving products through an abbreviated pathway, and biosimilars have been approved in Europe. If a
biosimilar version of one of our potential products were approved in the United States or Europe, it could have a negative effect
on sales and gross profits of the potential product and our financial condition. With respect to our current and potential future
product candidates, we believe that our ability to compete effectively and develop products that can be manufactured cost-
effectively and marketed successfully will depend on our ability to: « advance our technology platforms;  obtain and maintain
intellectual property protection for our technologies and products; ¢ obtain required government and other public and private
approvals on a timely basis; ¢ attract and retain key personnel; « commercialize effectively; ¢ obtain reimbursement for our
products in approved indications; « comply with applicable laws, regulations and regulatory requirements and restrictions with
respect to the commercialization of our products, including with respect to any changed or increased regulatory restrictions; and
« enter into additional strategic collaborations to advance the development and commercialization of our product candidates.
Risks Related to Our Intellectual Property If we are unable to obtain or protect intellectual property rights related to our
technology and ADC product candidates, or if our intellectual property rights are inadequate, we may not be able to compete
effectively. Our success depends in large part on our ability to obtain and maintain protection with respect to our intellectual
property and proprietary technology. We rely upon a combination of patents, trade secret and confidential know- how protection
and confidentiality agreements to protect the intellectual property related to our platforms and our product candidates, including
XMF-Emi - +666-Le , XMT- 2056, XMT- 2068 and XMT- 2175. The patent position of biopharmaceutical companies is
generally uncertain because it involves complex legal and factual considerations and has, in recent years, been the subject of
much litigation. As a result, the issuance, scope, validity, enforceability and commercial value of our patent rights is highly
uncertain. The standards applied by the United States Patent and Trademark Office, or USPTO, and foreign patent offices in
granting patents are not always applied uniformly or predictably. For example, there is no uniform worldwide policy regarding
patentable subject matter or the scope of claims allowable in patents. In addition, changes in either the patent laws or
interpretation of the patent laws in the United States and other countries may diminish the value of our patents or narrow the
scope of our patent protection. The patent prosecution process is expensive, complex and time- consuming, and we may not be
able to file, prosecute, maintain, enforce or license all necessary or desirable patents and patent applications at a reasonable cost
or in a timely manner. It is also possible that we fail to identify patentable aspects of our research and development output
before it is too late to obtain patent protection. There is no assurance that all potentially relevant prior art relating to our patents
and patent applications has been found. We may be unaware of prior art that could be used to invalidate an issued patent or
prevent our pending patent applications from issuing as patents. The patent applications that we own or in- license may fail to
result in issued patents, and even if they do issue as patents, such patents may not cover our platforms and product candidates in
the United States or in other countries. The issuance of a patent is not conclusive as to its inventorship, scope, validity or
enforceability, and our patents may be challenged in the courts or patent offices in the United States and abroad. Such
challenges may result in loss of exclusivity or in patent claims being narrowed, invalidated or held unenforceable, which could
limit our ability to stop others from using or commercializing similar or identical technology and products, or limit the duration
of the patent protection of our technology and product candidates. For example, even if patent applications we license or own do
successfully issue as patents and even if such patents cover our platforms and product candidates, third parties may challenge
their validity, enforceability or scope, which may result in such patents being narrowed or invalidated. Furthermore, even if they
are unchallenged, our patents and patent applications may not provide adequate protection or exclusivity for our ADC platform
or product candidates, prevent others from designing around our claims or otherwise provide us with a competitive advantage.
Any of these outcomes could impair our ability to prevent competition from third parties, which may have an adverse impact on
our business. If patent applications we own or have in- licensed with respect to our platforms or our product candidates fail to
issue as patents, if their breadth or strength of protection is threatened or inadequate, or if they fail to provide meaningful
exclusivity, it could dissuade companies from collaborating with us. We cannot offer any assurances about which, if any, patents
will issue, the breadth of any such patents or whether any issued patents will be found invalid and unenforceable or will be
threatened by third parties. Any inability to obtain relevant granted patents or successful challenge to these patents or any other
patents owned by or licensed to us could deprive us of rights necessary for the successful development and commercialization of
any product candidate. Since patent applications in the United States and most other countries are confidential for a period of
time after filing, and some remain so until issued, we cannot be certain that we were the first to file any patent application
related to a product candidate. Furthermore, with respect to at least certain of our patents and patent applications, if third parties
have filed such patent applications, an interference proceeding in the United States can be initiated by the USPTO or a third-
party to determine who was the first to invent any of the subject matter covered by the patent claims of our applications. In
addition, patents have a limited lifespan. In the United States, the natural expiration of a patent is generally 20 years after it-the
first non- provisional application is filed. Various extensions may be available; however, the life of a patent and the protection
it affords is limited. Given the amount of time required for the development, testing and regulatory review of new product
candidates, our owned or in- licensed patents protecting such candidates might expire before being able to effectively prevent
others from commercializing products competitive to our candidates. If we encounter delays in obtaining regulatory approvals,
the period of time during which we could market a drug under patent protection could be further reduced. Even if patents
covering our product candidates are obtained, once the patent life has expired for a product, we may be open to competition
from similar or generic products. The launch of a generic version of one of our products in particular would be likely to result in
an immediate and substantial reduction in the demand for our product, which could have a material adverse effect on our
business, financial condition, results of operations and prospects. On September 16, 2011, the Leahy- Smith America Invents
Act, or the Leahy- Smith Act, was signed into law. The Leahy- Smith Act includes a number of significant changes to U. S.
patent law. These include provisions that affect the way patent applications are prosecuted, redefine prior art, may affect patent



litigation and switch the U. S. patent system from a “ first- to- invent ” system to a “ first- inventor- to- file ” system. Under a
first- inventor- to- file system, assuming the other requirements for patentability are met, the first inventor to file a patent
application generally will be entitled to the patent on an invention regardless of whether another inventor had made the
invention earlier. These provisions also allow third- party submission of prior art to the USPTO during patent prosecution and
set forth additional procedures to attack the validity of a patent by the USPTO administered post grant proceedings. The USPTO
developed additional regulations and procedures to govern administration of the Leahy- Smith Act, and many of the substantive
changes to patent law associated with the Leahy- Smith Act, and, in particular, the first- inventor- to- file provisions, became
effective on March 16, 2013. Accordingly, it is not clear what, if any, impact the Leahy- Smith Act will have on the operation of
our business. The Leahy- Smith Act and its implementation could increase the uncertainties and costs surrounding the
prosecution of our patent applications and the enforcement or defense of our issued patents, all of which could have a material
adverse effect on our business, financial condition, results of operations and prospects. Potential further changes to the laws
governing intellectual property in the United States or other countries, or in the continued interpretation and implementation of
the provisions of the Leahy- Smith Act in the United States, create uncertainty in our ability to obtain, maintain and enforce our
intellectual property rights and could have an adverse effect on our ability to do so in a way that protects our platforms and
product candidates. Any loss of patent protection could have a material adverse impact on our business. We may be unable to
prevent competitors from entering the market with a product that is similar to or the same as our product candidates. Issued
patents covering XMT-Emi - +666-Le , XMT- 2056 and any other current or future ADC product candidates could be found not
infringed by a competitive product, invalid or unenforceable if challenged in court or before the USPTO or comparable foreign
authority. In some cases, it may be difficult to detect infringement of our intellectual property rights by third parties, and, even if
detected, proving infringement may be difficult. If we or one of our licensing partners initiate legal proceedings against a third
party to enforce a patent covering XMF-Emi - +660-Le , XMT- 2056 or any other current or future product candidates, the
defendant could counterclaim its product does not infringe the asserted patent or that the patent covering our product candidate
is invalid or unenforceable. In patent litigation in the United States, defendant counterclaims alleging invalidity or
unenforceability are commonplace, and there are numerous grounds upon which a third party can assert invalidity or
unenforceability of a patent. Grounds for a validity challenge could be, among other things, an alleged failure to meet any of
several statutory requirements, including lack of novelty, obviousness, lack of written description or non- enablement. Grounds
for an unenforceability assertion could be, among other things, 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 claims before administrative bodies in the United States or abroad, even outside the context of litigation. Such
mechanisms include re- examination, inter partes review, post- grant review, interference proceedings, derivation proceedings
and equivalent proceedings in foreign jurisdictions (e. g., opposition proceedings). Such proceedings could result in revocation,
cancellation or amendment to our patents in such a way that they no longer cover and protect our product candidates. The
outcome following legal assertions of infringement, invalidity and unenforceability is unpredictable. With respect to
infringement, the court may interpret the claims in a way that establishes a third- party product does not infringe those claims,
or we may be otherwise unsuccessful in establishing that a third- party product embodies or practices each element of the claim
and therefore infringes the claim. With respect to the validity of our patents, for example, we cannot be certain that there is no
invalidating prior art of which we, our licensors, our patent counsel and the patent examiner were unaware during prosecution. 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 one or more of our product candidates. Any such loss of patent protection or a finding that a third party’
s competitive product does not infringe our patents could have a material adverse impact on our business, financial condition,
results of operations and prospects. If we fail to comply with our obligations under any license, strategic collaboration or other
agreements, we may be required to pay damages and could lose intellectual property rights that are necessary for developing and
protecting our ADC product candidates. We rely, in part, on license, collaboration and other agreements. We may need to obtain
additional licenses from others to advance our research or allow commercialization of our product candidates and it is possible
that we may be unable to obtain additional licenses at a reasonable cost or on reasonable terms, if at all. The licensing or
acquisition of third party intellectual property rights is a competitive area, and several more established companies may pursue
strategies to license or acquire third party intellectual property rights that we may consider attractive. These established
companies may have a competitive advantage over us due to their size, capital resources and greater clinical 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 an appropriate return on our investment. In addition, our existing licenses and collaboration agreements, including our
license with Merck KGaA for intellectual property covering the Immunosynthen platform; our potential license with GSK for
intellectual property covering XMT- 2056; our license with Johnson & Johnson for intellectual property covering the
Dolasynthen platform and our license with Synaffix B. V., or Synaffix, for intellectual property covering components included
in the Dolasynthen platform, impose, and any future licenses, collaborations or other agreements we enter into are likely to
impose, various development, commercialization, funding, milestone, royalty, diligence, sublicensing, insurance, patent
prosecution, challenge and enforcement or other obligations on us. If we breach any of these obligations, or use the intellectual
property licensed to us in an unauthorized manner, we may be required to pay damages and the licensor may have the right to
terminate the license, including, in the case of our agreement with Merck KGaA, the license for the rights covering the
Immunosynthen platform; in the case of our agreement with GSK, the potential license for the rights covering XMT- 2056; in
the case of our agreement with Johnson & Johnson, the license for the rights covering the Dolasynthen platform; and, in the case
of our agreement with Synaffix, the license for the rights covering components in the Dolasynthen platform. In the case of our
agreements with Merck KGaA, GSK, and Johnson & Johnson, any such termination of the license agreement may result



in the delay or termination of development of product candidates under the relevant agreement for which we may have
otherwise been entitled to receive financial payments. In the case of our agreement with Synaffix B. V., any such
termination of the license agreement could result in us being unable to develop, manufacture, sublicense and
commercialize products covered by the licensed intellectual property such as products using the current Dolasynthen
platform, including Emi- Le. Any of the foregoing could result in us being unable to develop, manufacture and sell products
that are covered by the licensed intellectual property or enable a competitor to gain access to the licensed technology. Disputes
may arise regarding intellectual property subject to a licensing, collaboration or other agreements, including:  the scope of
rights granted under the license agreement and other interpretation related issues; ¢ the extent to which our technology and
processes infringe on intellectual property of the licensor that is not subject to the licensing agreement; * the sublicensing of
patent and other rights under our collaborative development relationships; ¢ our diligence obligations under the license
agreement and what activities satisfy those diligence obligations; ¢ the inventorship and ownership of inventions and know how
resulting from the joint creation or use of intellectual property by our licensors and us and our collaborators; and * the priority of
invention of patented technology. In addition, the agreements under which we currently license intellectual property or
technology to or from third parties are complex, and certain provisions in such agreements may be susceptible to multiple
interpretations. The resolution of any contract interpretation disagreement that may arise could narrow what we believe to be the
scope of our rights to the relevant intellectual property or technology, or increase what we believe to be our financial or other
obligations under the relevant agreement, either of which could have a material adverse effect on our business, financial
condition, results of operations and prospects. Moreover, if disputes over intellectual property that we have licensed prevent or
impair our ability to maintain our current licensing arrangements on commercially acceptable terms, we may be unable to
successfully develop and commercialize the affected product candidates. In some circumstances, we may not have the right to
control the preparation, filing and prosecution of patent applications, or to maintain the patents, covering the technology that we
license from third parties. Therefore, we cannot be certain that these patents and applications will be prosecuted, maintained and
enforced in a manner consistent with the best interests of our business. If our licensors fail to obtain or maintain such intellectual
property, or lose rights to such intellectual property, the rights we have licensed and our exclusivity may be reduced or
eliminated and our right to develop and commercialize any of our products that are subject to such licensed rights could be
adversely affected. Moreover, our rights to our in- licensed patents and patent applications are dependent, in part, on inter-
institutional or other operating agreements between the joint owners of such in- licensed patents and patent applications. If one
or more of such joint owners breaches such inter- institutional or operating agreements, our rights to such in- licensed patents
and patent applications may be adversely affected. In addition, while we cannot currently determine the amount of the royalty
obligations we would be required to pay on sales of future products, if any, the amounts may be significant. The amount of our
future royalty obligations will depend on the technology and intellectual property we use in products that we successfully
develop and commercialize, if any. Therefore, even if we successfully develop and commercialize products, we may be unable
to achieve or maintain profitability. Any of the foregoing could have a material adverse effect on our competitive position,
business, financial conditions, results of operations and prospects. 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 candidate and our business, financial condition, results of operations and
prospects could suffer. We may become involved in lawsuits to protect or enforce our intellectual property or to defend against
intellectual property claims, which could be expensive, time consuming and unsuccessful. Competitors and other third parties
may infringe our patents or misappropriate or otherwise violate our owned and in- licensed intellectual property rights. To
counter infringement or unauthorized use, litigation or other intellectual property proceedings may be necessary to enforce or
defend our owned and in- licensed intellectual property rights, to protect our confidential information and trade secrets or to
determine the validity and scope of our own intellectual property rights or the proprietary rights of others. Such litigation or
proceedings can be expensive and time consuming, and any such claims could provoke defendants to assert counterclaims
against us, including claims alleging that we infringe their patents or other intellectual property rights. We may not have
sufficient financial or other resources to adequately conduct such litigation or proceedings. Many of our current and potential
competitors have the ability to dedicate substantially greater resources to litigate intellectual property rights than we can and
have more mature and developed intellectual property portfolios. Accordingly, despite our efforts, we may not be able to prevent
third parties from infringing upon or misappropriating our intellectual property. Even if resolved in our favor, litigation or other
intellectual property proceedings could result in substantial costs and diversion of management attention and resources, which
could harm our business and financial results. In addition, in a litigation or other proceeding, a court or administrative judge may
decide that a patent owned by or licensed to us is invalid or unenforceable, or a court may refuse to stop the other party from
using the technology at issue on the grounds that our patents do not cover the technology in question. An adverse result in any
litigation or other proceeding could put one or more of our patents at risk of being invalidated, held unenforceable or interpreted
narrowly. Furthermore, because of the substantial amount of discovery required in connection with intellectual property
litigation and other proceedings, there is a risk that some of our confidential information could be compromised by disclosure
during this type of litigation. During the course of any patent or other intellectual property litigation or other proceeding, there
could be public announcements of the results of hearings, rulings on motions and other interim proceedings or developments and
if securities analysts or investors regard these announcements as negative, the perceived value of our product candidates,
programs or intellectual property could be diminished. Accordingly, the market price of our common stock may decline. Any of
the foregoing could have a material adverse effect on our business, financial conditions, results of operations and prospects.
Third- party claims of intellectual property infringement or misappropriation may prevent or delay our development and
commercialization efforts. Our commercial success depends in part on our ability and the ability of our strategic collaborators to
develop, manufacture, market and sell product candidates and use our proprietary technologies without infringing,



misappropriating or otherwise violating the patents and proprietary rights of third parties. There is a substantial amount of
litigation, both within and outside the United States, involving patent and other intellectual property rights in the
biopharmaceutical industries, including patent infringement lawsuits, interferences, oppositions, reexamination, inter partes
review, derivation and post grant review proceedings before the USPTO and corresponding foreign patent offices. Numerous U.
S. and foreign issued patents and pending patent applications owned by third parties exist in the fields in which we are
developing and may develop our product candidates. As the biopharmaceutical industries expand 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. Third
parties may assert that we, our customers, licensees or parties indemnified by us are employing their proprietary technology
without authorization or have infringed upon, misappropriated or otherwise violated their intellectual property or other rights,
regardless of their merit. For example, we may be subject to claims that we are infringing the patent, trademark or copyright
rights of third parties, or that our employees have misappropriated or divulged their former employers’ trade secrets or
confidential information. 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, that we failed to
identify. For example, applications filed before November 29, 2000 and certain applications filed after that date that will not be
filed outside the United States remain confidential until issued as patents. Except for certain exceptions, including the preceding
exceptions, patent applications in the United States and elsewhere are generally published only after a waiting period of
approximately 18 months after the earliest filing, and sometimes not at all. Therefore, patent applications covering our platforms
or our product candidates could have been filed by others without our knowledge. Additionally, pending patent applications
which have been published can, subject to certain limitations, be later amended in a manner that could cover our platforms, our
product candidates or the use or manufacture of our product candidates. Even if we believe a third party’ s claims against us are
without merit, a court of competent jurisdiction could hold that such third party’ s patent is valid, enforceable and covers aspects
of our product candidates, including the materials, formulations, methods of manufacture, methods of analysis, or methods for
treatment, in which case, such third party would be able to block our ability to develop and commercialize the applicable
technology or product candidate until such patent expired or unless we obtain a license and we may be required to pay such
third- party monetary damages, which could be substantial. Such licenses may not be available on acceptable terms, if at all.
Even if we were able to obtain a license, the rights may be nonexclusive, which could result in our competitors gaining access to
the same intellectual property and it could require us to make substantial licensing and royalty payments. Ultimately, we could
be prevented from commercializing a product, or be forced to cease some aspect of our business operations, if, as a result of
actual or threatened patent infringement claims, we are unable to enter into licenses on acceptable terms. Parties making claims
against us may also obtain injunctive or other equitable relief, which could effectively block our ability to further develop and
commercialize our technologies or one or more of our product candidates. Defending against claims of patent infringement,
misappropriation of trade secrets or other violations of intellectual property could be costly and time consuming, regardless of
the outcome. Thus, even if we were to ultimately prevail, or to settle at an early stage, such litigation could burden us with
substantial unanticipated costs. In addition, litigation or threatened litigation could result in significant demands on the time and
attention of our management team, distracting them from the pursuit of other company business. In the event of a successful
claim of infringement against us, in addition to potential injunctive relief, we may have to pay substantial damages, including
treble damages and attorneys’ fees for willful infringement, pay royalties, redesign our infringing products or obtain one or more
licenses from third parties, which may be impossible or require substantial time and monetary expenditure. We may face a claim
of misappropriation if a third party believes that we inappropriately obtained and used confidential information or trade secrets
of such third party. If we are found to have misappropriated a third party’ s confidential information or trade secrets, we may be
prevented from further using such confidential information or trade secrets, limiting our ability to develop our product
candidates, we may be required to obtain a license to such confidential information, which may not be available on
commercially reasonable terms or at all and may be non- exclusive, and we may be required to pay damages, which could be
substantial. Any of the foregoing could have a material adverse effect on our business, financial condition, results of operations
and prospects. We may not be able to protect our intellectual property and proprietary rights throughout the world. Filing,
prosecuting and defending patents on product candidates in all countries throughout the world where we expect there to be
significant markets for our products could be prohibitively expensive, and the laws of foreign countries may not protect our
rights to the same extent as the laws of the United States. In addition, our intellectual property license agreements may not
always include worldwide rights. Consequently, we may not be able to prevent third parties from practicing our inventions in all
countries outside the United States. Competitors may use our technologies in jurisdictions where we have not obtained patent
protection to develop their own products and, further, may export otherwise infringing products to territories where we have
patent protection or licenses but enforcement is not as strong as that in the United States. These products may compete with our
products, and our patents or other intellectual property rights may not be effective or sufficient to prevent them from competing.
Additionally, the laws of some foreign countries do not protect intellectual property rights to the same extent as the laws of the
United States, and many companies have encountered significant problems in protecting and defending such rights in foreign
jurisdictions. The legal systems of certain countries, particularly certain developing countries, do not favor the enforcement of
patents and other intellectual property protection, particularly those relating to biotechnology, which could make it difficult for
us to stop the infringement of our licensed and owned patents or marketing of competing products in violation of our intellectual
property and proprietary rights generally. Proceedings to enforce our intellectual property and proprietary rights in foreign
jurisdictions could result in substantial costs and divert our efforts and attention from other aspects of our business, could put our
patents at risk of being invalidated or interpreted narrowly, could put our patent applications at risk of not issuing as patents, 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 grant licenses to third parties. In addition, many countries limit the enforceability of patents against
government agencies or government contractors. In these countries, the patent owner may have limited remedies, which could
materially diminish the value of such patent. If we or any of our licensors is forced to grant a license to third parties with respect
to any patents relevant to our business, our competitive position may be impaired, and our business, financial condition, results
of operations and prospects may be adversely affected. Confidentiality agreements with employees and third parties may not
prevent unauthorized disclosure of trade secrets and other proprietary information. In addition to the protection afforded by
patents, we rely on protection of our confidential know- how, including through trade secret protection and confidentiality
agreements to protect proprietary know- how that is not patentable or that we elect not to patent, processes for which patents are
difficult to enforce and any other elements of our platform technology and discovery and development processes that involve
proprietary know- how, information or technology that is not covered by patents. However, confidential know- how, including
trade secrets, can be difficult to protect. We seek to protect our proprietary technology and processes, in part, by entering into
confidentiality agreements with our employees, consultants and outside scientific advisors, contractors and collaborators. We
cannot guarantee that we have entered into such agreement with each party that may have or have had access to our trade secrets
or proprietary technology and processes. Additionally, our confidentiality agreements and other contractual protections may not
be adequate to protect our intellectual property from unauthorized disclosure, third- party infringement or misappropriation. We
may not have adequate remedies in the case of a breach of any such agreements, and our trade secrets and other proprietary
information could be disclosed to our competitors or others may independently develop substantially equivalent or superior
proprietary information and techniques or otherwise gain access to our trade secrets or disclose such technologies. Enforcing a
claim that a third party illegally obtained and is using any of our confidential know- how or trade secrets is expensive and time
consuming, and the outcome is unpredictable. In addition, some courts outside and within the United States sometimes are less
willing to protect trade secrets. Misappropriation or unauthorized disclosure of our confidential know- how and trade secrets
could impair our competitive position and may have a material adverse effect on our business. We may be subject to claims by
third parties asserting that our licensors, employees, consultants, advisors or we have misappropriated their intellectual property,
or claiming ownership of what we regard as our own intellectual property. Many of our and our licensors’ employees, including
our senior management, consultants or advisors are currently, or previously were, employed at universities or other
biotechnology or pharmaceutical companies, including our competitors or potential competitors. Some of these employees,
including members of our senior management, executed proprietary rights, non- disclosure and non- competition agreements, or
similar agreements, in connection with such previous employment. Although we try to ensure that our employees, consultants
and advisors do not use the proprietary information or know- how of others in their work for us, we may be subject to claims
that we or these individuals have used or disclosed intellectual property, including trade secrets or other proprietary information,
of any such individual’ s current or former employer. Litigation may be necessary to defend against such claims. If we fail in
defending any such claims, in addition to paying monetary damages, we may lose valuable intellectual property rights or
personnel or sustain damages. Such intellectual property rights could be awarded to a third party, and we could be required to
obtain a license from such third party to commercialize our technology or products. Such a license may not be available on
commercially reasonable terms or at all. Even if we are successful in defending against such claims, litigation could result in
substantial costs and be a distraction to management. Any of the foregoing may have a material adverse effect on our business,
financial condition, results of operations and prospects. In addition, while it is our policy to require our employees and
contractors who may be involved in the conception or development of intellectual property to execute agreements assigning
such intellectual property to us, we may be unsuccessful in executing such an agreement with each party who, in fact, conceives
or develops intellectual property that we regard as our own. The assignment of intellectual property rights may not be self-
executing or the assignment agreements may be breached, and we may be forced to bring claims against third parties, or defend
claims that they may bring against us, to determine the ownership of what we regard as our intellectual property. If we do not
obtain patent term extension and data exclusivity for any product candidates we may develop, our business may be materially
harmed. Depending upon the timing, duration and specifics of any FDA marketing approval of any product candidates we may
develop, one or more of our owned or in- licensed U. S. patents may be eligible for limited patent term extensions, for example,
in the United States under the Drug Price Competition and Patent Term Restoration Act of 1984, or Hatch- Waxman
Amendments. The Hatch- Waxman Amendments permit a patent term extension of up to five years as compensation for the
patent term lost during the FDA regulatory review process. A patent term extension cannot extend the remaining term of a
patent beyond a total of 14 years from the date of product approval, only one patent may be extended and only those claims
covering the approved drug, a method for using it or a method for manufacturing it may be extended. However, we may not be
granted an extension because of, for example, failing to exercise due diligence during the testing phase or regulatory review
process, failing to apply within applicable deadlines, failing to apply prior to expiration of relevant patents, or otherwise failing
to satisfy applicable requirements. Moreover, the applicable time period or the scope of patent protection afforded could be less
than we request. If we are unable to obtain patent term extension or the term of any such extension is less than we request, our
competitors may obtain approval of competing products following our patent expiration, and our business, financial condition,
results of operations and prospects could be materially harmed. In addition to patent and other intellectual property protection,
we may seek market and data exclusivity for our biological product candidates subject to the biologics license application, or
BLA, process at the FDA, which is currently 12 years in the United States, 10 years in Europe and other durations in other
countries, where available. The term of the patents covering our product candidates may not extend beyond the data and market
exclusivities. There is a risk that this data and market exclusivity could be shortened due to legislative action in the United
States or other countries where such protection is currently available, potentially creating the risk that biosimilar competition



could enter the market sooner than anticipated. In addition, the extent to which any biosimilar competitive product, once
approved, may be substituted for our relevant reference product is not yet clear, and will depend on many market and regulatory
factors whteh-that are uncertain . Furthermore, foreign regulatory authorities may change their approval policies and new
regulations may be enacted. For instance, the European Union pharmaceutical legislation is currently undergoing a
complete review process, in the context of the Pharmaceutical Strategy for Europe initiative, launched by the European
Commission in November 2020. The European Commission’ s proposal for revision of several legislative instruments
related to medicinal products, which may reduce the duration of regulatory data protection and exclusivity periods for
orphan drugs and revise the eligibility for expedited pathways, in addition to other changes, was published on April 26,
2023. On April 10, 2024, the European Parliament adopted a position on the proposal requesting several amendments to
the package. The proposed revisions remain to be agreed and adopted by the European Parliament and European
Council, and the proposals may, therefore, be substantially revised before adoption, which is not anticipated before early
2026. The revisions may, however, have a significant impact on the pharmaceutical industry and our business in the long
term . Obtaining and maintaining our patent protection depends on compliance with various procedural, document submission,
fee payment, and other requirements imposed by government patent agencies, and our patent protection could be reduced or
eliminated for non- compliance with these requirements. Periodic maintenance fees, renewal fees, annuity fees and various other
government fees on patents and patent applications will be due to be paid to the USPTO and various government patent agencies
outside of the United States over the lifetime of our owned or licensed patents and applications. fi+rWe rely on outside counsel
and other professional advisors to help us comply with these requirements, and in certain circumstances, we rely on our
licensing partners to pay these fees due to U. S. and non- U. S. patent agencies. The USPTO and various non- U. S. government
agencies require compliance with several procedural, documentary, fee payment and other similar provisions during the patent
application process. We-Here too, we rely on outside counsel and other professional advisors to help us comply with these
requirements, and in certain circumstances, we are also dependent on our licensors to take the necessary action to comply
with these requirements with respect to our licensed intellectual property. In some cases, an inadvertent lapse can be cured by
payment of a late fee or by other means in accordance with the applicable rules. There are situations, however, in which non-
compliance can result in abandonment or lapse of the patent or patent application, resulting in a partial or complete loss of patent
rights in the relevant jurisdiction. In such an event, potential competitors might be able to enter the market with similar or
identical products or technology, which 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. The degree of future
protection afforded by our intellectual property rights is uncertain because intellectual property rights have limitations and may
not adequately protect our business or permit us to maintain our competitive advantage. For example: ¢ others may be able to
make ADC products that are similar to any product candidates we may develop or utilize similar ADC- related technology but
that are not covered by the claims of the patents that we license or may own in the future; * we, or our license partners or current
or future strategic collaborators, might not have been the first to make the inventions covered by the issued patent or pending
patent application that we license or may own in the future; * we, or our license partners or current or future strategic
collaborators, might not have been the first to file patent applications covering certain of our or their inventions; ¢ others may
independently develop similar or alternative technologies or duplicate any of our technologies without infringing our owned or
licensed intellectual property rights; ¢ it is possible that our pending licensed patent applications or those that we may own in the
future will not lead to issued patents; ¢ issued patents that we hold rights to may be held invalid or unenforceable, including 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; * the
patents of others may harm our business; and * we may choose not to file a patent in order to maintain certain trade secrets or
confidential know how, and a third party may subsequently file a patent covering such intellectual property. Should any of these
events occur, they could have a material adverse effect on our business, financial condition, results of operations and prospects.
Risks Related to Regulatory Approval and Other Legal Compliance Matters Even if we complete the necessary preclinical
studies and clinical trials, the regulatory approval process is expensive, time consuming and uncertain and may prevent us from
obtaining approvals for the commercialization of some or all of our product candidates. As a result, we cannot predict when or
if, and in which territories, we will obtain marketing approval to commercialize a product candidate. The research, testing,
manufacturing, labeling, approval, selling, marketing, promotion and distribution of products are subject to extensive regulation
by the FDA and comparable foreign regulatory authorities. We are not permitted to market our product candidates in the United
States or in other countries until we receive approval of a BLA from the FDA or marketing approval from applicable regulatory
authorities outside the United States. Our product candidates are in various stages of development and are subject to the risks of
failure inherent in development. We have not submitted an application for or received marketing approval for any of our product
candidates in the United States or in any other jurisdiction. Additionally, we have no experience as a company in filing and
supporting the applications necessary to gain marketing approvals and expect to rely on third- party CROs to assist us in this
process. The process of obtaining marketing approvals, both in the United States and abroad, is lengthy, expensive and
uncertain. It may take many years, if approval is obtained at all, and can vary substantially based upon a variety of factors,
including the type, complexity and novelty of the product candidates involved. Securing marketing approval requires the
submission of extensive preclinical and clinical data and supporting information, including manufacturing information, to
regulatory authorities for each therapeutic indication to establish the product candidate’ s safety and efficacy. The FDA or other
regulatory authorities may determine that our product candidates are not safe and effective, 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. Further, the FDA may determine that we must provide additional evidence of safety,



potency and purity before approving a BLA for our product candidates. For example, the FDA reviews an application to
determine whether there is “ substantial evidence ” to support a finding of effectiveness for the proposed product for its
intended use (s), The FDA has interpreted this evidentiary standard to generally require at least two adequate and well-
controlled clinical trials to establish effectiveness of a new product. under-Under certain circumstances, however, the
FDA has indicated that a single trial with certain characteristics and additional confirmatory evidence may satisfy this
standard. The FDA issued draft guidance in September 2023 that outlines considerations for relying on confirmatory
evidence in lieu of a second clinical trial to demonstrate effectiveness. In the event that we submit a BLA on the basis of
one clinical trial and confirmatory evidence, the FDA could determine that such information is not sufficient to support
approval of the application and the FDA could require us to conduct an additional trial in support of the BLA or NDA.
Under the Pediatric Research Equity Act, or PREA, a BLA or supplement to a BLA for certain biological products must contain
data to assess the safety and effectiveness of the biological product in all relevant pediatric subpopulations and to support dosing
and administration for each pediatric subpopulation for which the product is safe and effective, unless the sponsor receives a
deferral or waiver from the FDA. A deferral may be granted for several reasons, including a finding that the product or
therapeutic candidate is ready for approval for use in adults before pediatric trials are complete or that additional safety or
effectiveness data needs to be collected before the pediatric trials begin. The applicable legislation in the European Union also
requires sponsors to either conduct clinical trials in a pediatric population in accordance with a Pediatric Investigation Plan
approved by the Pediatric Committee of the EMA or to obtain a waiver or deferral from the conduct of these studies by this
Committee. For any of our product candidates for which we are seeking regulatory approval in the United States or the
European Union, we cannot guarantee that we will be able to obtain a waiver or alternatively complete any required studies and
other requirements in a timely manner, or at all, which could result in associated reputational harm and subject us to
enforcement action. Moreover, we may be required to report some of these relationships to the FDA or comparable
foreign regulatory authorities. The FDA or a comparable foreign regulatory authority 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 or comparable foreign regulatory authority 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 or comparable foreign regulatory
authority, as the case may be, and may ultimately lead to the denial of marketing approval of one or more of our product
candidates. [n addition, changes in marketing approval policies during the development period, changes in or the enactment or
promulgation of additional statutes, regulations or guidance or changes in regulatory review for each submitted product
application, may cause delays in the approval or rejection of an application. For example, in December 2022, with the passage
of the Food and Drug Omnibus Reform Act, or FDORA, Congress required sponsors to develop and submit a diversity action
plan , or DAP, for each Phase 3 clinical trial or any other “ pivotal study ” of a new drug or biological product. These plans are
meant to encourage the enrollment of more diverse patient populations in late- stage clinical trials of FDA- regulated products .
In June 2024, as mandated by FDORA, the FDA issued draft guidance outlining the general requirements for DAPs.
Unlike most guidance documents issued by the FDA, the DAP guidance, when finalized, will have the force of law
because FDORA specifically dictates that the form and manner for submission of DAPs are specified in FDA guidance.
On January 27, 2025, in response to an Executive Order issued by President Trump on January 21, 2025, on Diversity,
Equity and Inclusion programs, the FDA removed this draft guidance from its website. The implications of this action
are not yet known . Further, in January 2022, the new Clinical Trials Regulation (EU) No 536 /2014 became effective in the
European Union and replaced the prior Clinical Trials Directive 2001 /20 / EC. This regulation aims at simplifying and
streamlining the authorization, conduct and transparency of clinical trials in the European Union. Under the coordinated
procedure for the approval of clinical trials, the sponsor of a clinical trial to be conducted in more than one EU Member State
will only be required to submit a single application for approval. The submission will be made through the Clinical Trials
Information System, a clinical trials portal overseen by the EMA and available to clinical trial sponsors, competent authorities of
the EU Member States and the public. Regulatory authorities have substantial discretion in the approval process and varying
interpretations of the data obtained from preclinical and clinical testing could delay, limit or prevent marketing approval of a
product candidate. Any marketing approval we ultimately obtain may be limited or subject to restrictions or post- approval
commitments that render the approved product not commercially viable. Finally, we could be adversely affected by several
significant administrative law cases decided by the U. S. Supreme Court in 2024. In Loper Bright Enterprises v.
Raimondo, for example, the court overruled Chevron U. S. A., Inc. v. Natural Resources Defense Council, Inc., which for
40 years required federal courts to defer to permissible agency interpretations of statutes that are silent or ambiguous on
a particular topic. The Supreme Court stripped federal agencies of this presumptive deference and held that courts must
exercise their independent judgment when deciding whether an agency such as the FDA acted within its statutory
authority under the Administrative Procedure Act, or APA. Additionally, in Corner Post, Inc. v. Board of Governors of
the Federal Reserve System, the court held that actions to challenge a federal regulation under the APA can be initiated
within six years of the date of injury to the plaintiff, rather than the date the rule is finalized. The decision appears to
give prospective plaintiffs a personal statute of limitations to challenge longstanding agency regulations. Another
decision, Securities and Exchange Commission v. Jarkesy, overturned regulatory agencies' abilities to impose civil
penalties in administrative proceedings. These decisions could introduce additional uncertainty into the regulatory
process and may result in additional legal challenges to actions taken by federal regulatory agencies, including the FDA
and the Center for Medicare & Medicaid Services, or CMS, on which we rely. In addition to potential changes to
regulations as a result of legal challenges, these decisions may result in increased regulatory uncertainty and delays and
other impacts, any of which could adversely impact our business and operations. Failure to obtain marketing approval in



foreign jurisdictions would prevent our product candidates from being marketed abroad. Any approval we may be granted for
our product candidates in the United States would not assure approval of our product candidates in foreign jurisdictions and any
of our product candidates that may be approved for marketing in a foreign jurisdiction will be subject to risks associated with
foreign operations. We intend to market our current product candidates, XM¥FEmi - +6668-Le and XMT- 2056, if approved, in
international markets either directly or through collaborations. In order to market and sell our products in the European Union
and other foreign jurisdictions, we must obtain separate marketing approvals and comply with numerous and varying regulatory
requirements. The approval procedure varies among countries and can involve additional testing. The time required to obtain
approval may differ substantially from that required to obtain FDA approval. The marketing approval process outside the
United States generally includes all of the risks associated with obtaining FDA approval. We may not obtain approvals from
regulatory authorities outside the United States on a timely basis, if at all. Approval by the FDA does not ensure approval by
regulatory authorities in other countries or jurisdictions, and approval by one regulatory authority outside the United States does
not ensure approval by regulatory authorities in other countries or jurisdictions or by the FDA. We may file for marketing
approvals but not receive necessary approvals to commercialize our products in any market. In many countries outside the
United States, a product candidate must also be approved for reimbursement before it can be sold in that country. In some cases,
the price that we intend to charge for our products, if approved, is also subject to approval. Obtaining non- U. S. regulatory
approvals and compliance with non- U. S. regulatory requirements could result in significant delays, difficulties and costs for us
and could delay or prevent the introduction of our product candidates in certain countries. In addition, if we fail to obtain the
non- U. S. approvals required to market our product candidates outside the United States or if we fail to comply with applicable
non- U. S. regulatory requirements, our target markets will be reduced and our ability to realize the full market potential of our
product candidates will be harmed and our business, financial condition, results of operations and prospects may be adversely
affected. Additionally, we could face heightened risks with respect to obtaining marketing authorization in the United Kingdom
as a result of the withdrawal of the United Kingdom from the European Union, commonly referred to as Brexit. The United
Kingdom is no longer part of the European Single Market and E&-European Union Customs Union. As of January 1, 2824+
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productq deqtrned for the United Klngdom market (1 e., Great Brltaln and N orthern Ireland) At the same time , a new
international recognition procedure, or IRP. will apply, which intends to facilitate approval of pharmaceutical products
in the United Kingdom. The IRP is open to applicants that have already received and-- an authorization for the same
product from one of the MHRA’ s specified Reference Regulators, or RRs. The RRs notably include EM A and regulators
wittnelongerhave-anyrole-in approving medieinal-produets-destined-the European Union / European Economic Area, or
EEA, member states for Nertherntreland-approvals in the European Union centralized procedure and mutual recognition
procedure, as well as the FDA for product approvals granted in the United States. However, the concrete functioning of
the IRP is currently unclear . Any delay in obtaining, or an inability to obtain, any marketing approvals autherizations;-as—a
restit-of Brexit-orotherwisermay force us or our collaborators to restrict or delay efforts to seek regulatory approval in the
United Kingdom for our product candidates, which could significantly and materially harm our business. In addition, foreign
regulatory authorities may change their approval policies and new regulations may be enacted. For instance, the EU Eurepean
HYnatenpharmaceutical legislation is currently undergoing a complete review process, in the context of the Pharmaceutical
Strategy for Europe initiative, launched by the European Commission in November 2020. The European Commission’ s
proposal for revision of several legislative instruments related to medicinal products {petentiatlyredueing-, which may reduce
the duration of regulatory data protection yrevising-and exclusivity periods for orphan drugs and revise the cligibility for
expedited pathways in addition to other changes , ete-was published on April 26, 2023. On April 10, 2024, the European
Parliament adopted a position on the proposal requesting several amendments to the package. The proposed revisions
remaitrto-be-have not yet been agreed upon and adopted by the European Parliament and European Council, and the proposals
may, therefore, be substantially revised before adoption, which is not anticipated before early 2026. The revisions may,
however, have a significant impact on the pharmaceutical industry and our business in the long term. We expect that we will be
subject to additional risks in commercializing any of our product candidates that receive marketing approval outside the United
States, including tariffs, trade barriers and regulatory requirements; economic weakness, including inflation or political
instability in particular foreign economies and markets; compliance with tax, employment, immigration and labor laws for
employees living or traveling abroad; foreign currency fluctuations, which could result in increased operating expenses and
reduced revenue, and other obligations incident to doing business in another country; and workforce uncertainty in countries
where labor unrest is more common than in the United States. We plan to conduct clinical trials at sites outside the United
States. The FDA may not accept data from trials conducted in such locations, and the conduct of trials outside the United States
could subject us to additional delays and expense. We plan to conduct one or more clinical trials with one or more trial sites that
are located outside the United States. The acceptance by the FDA or other regulatory authorities of study data from clinical
trials conducted outside their jurisdiction may be subject to certain conditions or may not be accepted at all. In cases where data
from foreign clinical trials are intended to serve as the sole basis for marketing approval in the United States, the FDA will
generally not approve the application on the basis of foreign data alone unless (i) the data are applicable to the United States
population and United States medical practice; (ii) the trials were performed by clinical investigators of recognized competence
and pursuant to GCP regulations and (iii) the data may be considered valid without the need for an on- site inspection by the



FDA, or if the FDA considers such inspection to be necessary, the FDA is able to validate the data through an on- site
inspection or other appropriate means. In addition, even where the foreign study data are not intended to serve as the sole basis
for approval, the FDA will not accept the data as support for an application for marketing approval unless the study is well-
designed and well- conducted in accordance with GCP requirements and the FDA is able to validate the data from the study
through an onsite inspection if deemed necessary. Many foreign regulatory authorities have similar approval requirements. In
addition, such foreign trials would be subject to the applicable local laws of the foreign jurisdictions where the trials are
conducted. There can be no assurance that the FDA or any comparable foreign regulatory authority will accept data from trials
conducted outside of the United States or the applicable jurisdiction. If the FDA or any comparable foreign regulatory authority
does not accept such data, it would result in the need for additional trials, which could be costly and time- consuming, and
which may result in current or future product candidates that we may develop not receiving approval for commercialization in
the applicable jurisdiction. Conducting clinical trials outside the United States H—S—also exposes us to additional risks,
including risks associated with: * additional foreign regulatory requirements;  foreign exchange fluctuations; * compliance with
foreign manufacturing, customs, shipment and storage requirements; ¢ cultural differences in medical practice and clinical
research; ¢ diminished protection of intellectual property in some countries; and ¢ interruptions or delays in our trials resulting
from geopolitical events, such as war or terrorism. Any regulatory approval to market our products will be limited by indication.
If we fail to comply or are found to be in violation of FDA regulations restricting the promotion of our products for unapproved
uses, we could be subject to criminal penalties, substantial fines or other sanctions and damage awards. The regulations relating
to the promotion of products for unapproved uses are complex and subject to substantial interpretation by the FDA, EMA,
MHRA and other government agencies. In September 2021, the FDA published final regulations which describe the types of
evidence that the agency will consider in determining the intended use of a drug product. Physicians may nevertheless prescribe
our products off- label to their patients in a manner that is inconsistent with the approved label. We intend to implement
compliance and training programs designed to ensure that our sales and marketing practices comply with applicable regulations.
Notwithstanding these programs, the FDA or other government agencies may allege or find that our practices constitute
prohibited promotion of our products for unapproved uses. We also cannot be sure that our employees will comply with
company policies and applicable regulations regarding the promotion of products for unapproved uses. Notwithstanding the
regulatory restrictions on off- label promotion, the FDA and other regulatory authorities allow companies to engage in truthful,
non- misleading, and non- promotional scientific communications concerning their products in certain circumstances. For
example, in Oetober-January 2623-2025 , the FDA published draft-final guidance outlining its the-ageneysnon—binding
policies governing the distribution of scientific information en-to healthcare providers about unapproved uses to-healtheare
providers-of approved products . This-draft-The final guidance calls for such communications to be truthful, non- misleading 5
faetual-and unbiased-scientifically sound and to include all information necessary for healthcare providers to interpret the
strengths and weaknesses and validity and utility of the information about the unapproved usec of the approved product. If a
company engages in such communications consistent with the guidance’ s recommendations, the FDA indicated that it
will not treat such communications as evidence of unlawful promotion of a new intended use for the approved product .
In addition, under some relatively recent guidance from the FDA and the Pre- Approval Information Exchange Act, or PIE Act,
signed into law as part of the Consolidated Appropriations Act of 2023, companies may also promote information that is
consistent with the prescribing information and proactively speak to formulary committee members of payors regarding data for
an unapproved drug or unapproved uses of an approved drug. We may engage in these discussions and communicate with
healthcare providers, payors and other constituencies in compliance with all applicable laws, regulatory guidance and industry
best practices. We will need to carefully navigate the FDA’ s various regulations, guidance and policies, along with recently
enacted legislation, to ensure compliance with restrictions governing promotion of our products. In recent years, a significant
number of pharmaceutical and biotechnology companies have been the target of inquiries and investigations by various federal
and state regulatory, investigative, prosecutorial and administrative entities in connection with the promotion of products for
unapproved uses and other sales practices, including the Department of Justice and various U. S. Attorneys’ Offices, the Office
of Inspector General of the U. S. Department of Health and Human Services, the FDA, the Federal Trade Commission, or the
FTC, and various state Atterneys-attorneys General-general offices. These investigations have alleged violations of various
federal and state laws and regulations, including claims asserting antitrust violations, violations of the Federal Food, Drug and
Cosmetic Act, or FDCA, the False Claims Act, the Prescription Drug Marketing Act and anti- kickback laws and other alleged
violations in connection with the promotion of products for unapproved uses, pricing and Medicare and / or Medicaid
reimbursement. Many of these investigations originate as “ qui tam ” actions under the False Claims Act. Under the False
Claims Act, any individual can bring a claim on behalf of the government alleging that a person or entity has presented a false
claim or caused a false claim to be submitted to the government for payment. The person bringing a qui tam suit is entitled to a
share of any recovery or settlement. Qui tam suits, also commonly referred to as * whistleblower suits, ” are often brought by
current or former employees. In a qui tam suit, the government must decide whether to intervene and prosecute the case. If it
declines, the individual may pursue the case alone. If the FDA or any other governmental agency initiates an enforcement
action against us or if we are the subject of a qui tam suit and it is determined that we violated prohibitions relating to the
promotion of products for unapproved uses, we could be subject to substantial civil or criminal fines or damage awards and
other sanctions such as consent decrees and corporate integrity agreements pursuant to which our activities would be subject to
ongoing scrutiny and monitoring to ensure compliance with applicable laws and regulations. Any such fines, awards or other
sanctions would have an adverse effect on our revenue, business, financial prospects and reputation. Any product for which we
obtain marketing approval in the future could be subject to post- marketing restrictions or withdrawal from the market and we
may be subject to substantial penalties if we fail to comply with regulatory requirements or if we experience unanticipated
problems with any such product following approval. Any product for which we obtain marketing approval, as well as the



manufacturing processes, post- approval studies and measures, labeling, advertising and promotional activities for such product,
among other things, will be subject to ongoing requirements of and review by the FDA and other regulatory authorities. These
requirements include submissions of safety and other post- marketing information and reports, registration and listing
requirements, requirements relating to manufacturing, quality control, quality assurance and corresponding maintenance of
records and documents, requirements regarding the distribution of samples to physicians and recordkeeping. Even if marketing
approval of a product is granted, the approval may be subject to limitations on the indicated uses for which the product may be
marketed or to the conditions of approval, including the requirement to implement a REMS. The FDA may also impose
requirements for costly post- marketing studies or clinical trials and surveillance to monitor the safety or efficacy of a product.
The FDA and other agencies, including the Department of Justice, closely regulate and monitor the post- approval marketing
and promotion of products to ensure that they are manufactured, marketed and distributed only for the approved indications and
in accordance with the provisions of the approved labeling. The FDA imposes stringent restrictions on manufacturers’
communications regarding off- label use and if we market any product for an indication that is not approved, we may be subject
to warnings or enforcement action for off- label marketing. Violation of the FDCA and other statutes, including the False
Claims Act, relating to the promotion and advertising of prescription drugs may lead to investigations or allegations of
violations of federal and state health care fraud and abuse laws and state consumer protection laws. In addition, later discovery of
previously unknown adverse events or other problems with any product for which we may obtain marketing approval and its
manufacturers or manufacturing processes or failure to comply with regulatory requirements, may yield various results,
including:  restrictions on such product, manufacturers or manufacturing processes; ¢ restrictions on the labeling or marketing
of the product;  restrictions on product distribution or use; * requirements to conduct post- marketing studies or clinical trials;
warning letters or untitled letters; * withdrawal of the product from the market; ¢ refusal to approve pending applications or
supplements to approved applications that we submit; ¢ recall of the product;  restrictions on coverage by third- party payors; *
fines, restitution or disgorgement of profits or revenues; ¢ suspension or withdrawal of marketing approvals; * refusal to permit
the import or export of the product;  product seizure; or * injunctions or the imposition of civil or criminal penalties. Finally,
our ability to develop and market new drug products may be impacted if by-engetng-litigation challenging the FDA’ s approval
of mifepristone-another company' s drug continues . In Speeifieallyon-April 7-2023, the U. S. District Court for the
Northern District of Texas staed-invalidated the approval by the FDA of mifepristone, a drug product which was originally
approved in 2000 and Who%e drqtrrbutron is governed by various eeﬁd-rt—teﬁs—measures adopted under a REMS. The -I-ﬂ-reaeh-mg

eeu-rt—dechned to order the removal of mrfepnstone from the market but
rt-did hold that plaintiffs were likely to prevail in their claim
that change% allowrng for expanded access of mifepristone t-hat— which the FDA authorlzed in 2016 and 2021 were arbm ary

and caprrcrou% In June Gﬂ—Sep’fembeﬁS—ze%—ZOM the
—Supreme Court reversed that fe—feﬂew—t-he—Appea-ls—Geﬂft—decr%ron after

unanimously ﬁndmg that the plaintiffs (anti- abortlon doctors and organizations) did not have standing to bring this
legal action against the FDA . On Peeember43-October 11 . 2623-2024 . the attorneys general of the-three Supreme-states
(Missouri, Idaho and Kansas) filed an amended complaint in the district Ceurt-court granted-in Texas challenging the
FDA' s actions. On January 16, 2025, the district court agreed to allow these petitions-for-writ-states to file an amended
complaint and continue to pursue this challenge. Depending on the outcome of eertiorar-for-this litigation, if it continues,
our ability to develop new drug product candidates and to maintain approval of any the-then appeals-eotrt-deeiston—-
existing drug products could be at risk and could be delayed, undermined or subject to protracted litigation . Similar
restrictions apply to the approval of our products in the European Union. The holder of a marketing authorization is required to
comply with a range of requirements applicable to the manufacturing, marketing, promotion and sale of medicinal products.
These include: compliance with the European Union’ s stringent pharmacovigilance or safety reporting rules, which can impose
post- authorization studies and additional monitoring obligations; the manufacturing of authorized medicinal products, for which
a separate manufacturer’ s license is mandatory; and the marketing and promotion of authorized drugs, which are strictly
regulated in the European Union and are also subject to EU Member State laws. The failure to comply with these and other EU
requirements can also lead to significant penalties and sanctions. Accordingly, assuming we, or our collaborators, receive
marketing approval for one or more of our product candidates, we, and our collaborators, and our and their contract
manufacturers will continue to expend time, money and effort in all areas of regulatory compliance, including manufacturing,
production, product surveillance and quality control. If we, and our collaborators, are not able to comply with post- approval
regulatory requirements, our or our collaborators’ ability to market any future products could be limited, which could adversely
affect our ability to achieve or sustain profitability. Further, the cost of compliance with post- approval regulations may have a




negative effect on our operating results and financial condition. We may seek certain designations for our product candidates,
including but not limited to Breakthrough Therapy, Fast Track and Priority Review designations in the United States, and
PRIority Medicines, or PRIME, Designation in the European Union, but we might not receive such designations, and even if we
do, such designations may not lead to a faster development or regulatory review or approval process. We have in the past sought
and may also in the future seek certain designations for one or more of our product candidates that could expedite review and
approval by the FDA. A Breakthrough Therapy product is defined as a product that is intended, alone or in combination with
one or more other products, to treat a serious condition, and preliminary clinical evidence indicates that the product 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 products 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. The FDA may also
designate a product for Fast Track review if it is intended, whether alone or in combination with one or more other products, for
the treatment of a serious or life threatening disease or condition, and it demonstrates the potential to address unmet medical
needs for such a disease or condition. For Fast Track products, sponsors may have greater interactions with the FDA and the
FDA may initiate review of sections of a Fast Track product’ s application before the application is complete. This rolling
review may be available if the FDA determines, after preliminary evaluation of clinical data submitted by the sponsor, that a
Fast Track product may be effective. Fhe-In 2022, the FDA has-granted Fast Track designation for XM¥-Emi - +666-Le for the
treatment of adult patients with advanced or metastatic triple- negative breast cancer , and in January 2025, the FDA granted
an additional Fast Track designation for Emi- Le for the treatment of advanced or metastatic breast cancer in patients
with HER2- low (IHC 1 or IHC 2 / ISH -) or HER2- negative (IHC 0) disease, including triple- negative breast cancer, or
TNBC, who have received a prior topo- 1 ADC. Additionally, hormone- receptor positive, or HR , patients should also
have received or be ineligible for endocrine therapy . We may also seek a priority review designation for one or more of our
product candidates. If the FDA determines that a product candidate is intended to treat a serious condition and, if approved,
offers major-advanees-in-treatment-orprovides-a treatment-where-no-adequate-therapy-exists-significant improvement in safety
or effectiveness . the FDA may designate the product candidate for priority review . Significant improvement may be
illustrated by evidence of increased effectiveness in the treatment of a condition, elimination or substantial reduction of a
treatment- limiting product reaction, documented enhancement of patient compliance that may lead to improvement in
serious outcomes, and evidence of safety and effectiveness in a new subpopulation . A priority review designation means
that the goal for the FDA to review an application is six months, rather than the standard review period of ten months. These
designations are within the discretion of the FDA. Accordingly, even if we believe that one of our product candidates meets the
criteria for these designations, the FDA may disagree and instead determine not to make such designation. Further, even if we
receive a designation, the receipt of such designation for a product candidate may not result in a faster development or
regulatory review or approval process compared to products considered for approval under conventional FDA procedures and
does not assure ultimate approval by the FDA. In addition, even if one or more of our product candidates qualifies for these
designations, the FDA may later decide that the product candidates no longer meet the conditions for qualification or decide that
the time period for FDA review or approval will not be shortened. In the European Union, we may seek PRIME designation for
our product candidates in the future. PRIME is a voluntary program aimed at enhancing the EMA” s role to reinforce scientific
and regulatory support in order to optimize development and enable accelerated assessment of new medicines that are of major
public health interest with the potential to address unmet medical needs. The program focuses on medicines that target
conditions for which there exists no satisfactory method of treatment in the European Union or even if such a method exists, it
may offer a major therapeutic advantage over existing treatments. PRIME is limited to medicines under development and not
authorized in the European Union, and the applicant intends to apply for an initial marketing authorization application through
the centralized procedure. To be accepted for PRIME, a product candidate must meet the eligibility criteria in respect of its
major public health interest and therapeutic innovation based on information that is capable of substantiating the claims. The
benefits of a PRIME designation include the appointment of a Committee for Medicinal Products for Human Use, or CHMP,
rapporteur to provide continued support and help to build knowledge ahead of a marketing authorization application, early
dialogue and scientific advice at key development milestones, and the potential to qualify products for accelerated review,
meaning reduction in the review time for an opinion on approvability to be issued earlier in the application process. PRIME
enables an applicant to request parallel EMA scientific advice and health technology assessment advice to facilitate timely
market access. Even if we receive PRIME designation for any of our product candidates, the designation may not result in a
materially faster development process, review or approval compared to conventional EMA procedures. Further, obtaining
PRIME designation does not assure or increase the likelihood of EMA” s grant of a marketing authorization. We have received
an orphan drug designation for XMT- 2056, but we may not be able to obtain orphan drug exclusivity for any additional product
candidates, and even if we do, that exclusivity may not prevent the FDA or EMA from approving other competing products.
Under the Orphan Drug Act, the FDA may designate a product as an orphan drug if it is a drug or biologic intended to treat a
rare disease or condition. A similar regulatory scheme governs approval of orphan products by the EMA in the European Union.
Generally, if a product candidate with an orphan drug designation subsequently receives the first marketing approval for the
indication for which it has such designation, the product is entitled to a period of marketing exclusivity, which precludes the
FDA or EMA from approving another marketing application for the same product for the same therapeutic indication for that
time period. The applicable period is seven years in the United States and ten years in the European Union. The exclusivity
period in the European Union can be reduced to six years if a product no longer meets the criteria for orphan drug designation,
in particular if the product is sufficiently profitable so that market exclusivity is no longer justified. In order for the FDA to
grant orphan drug exclusivity to one of our products, the agency must find that the product is indicated for the treatment of a



condition or disease with a patient population of fewer than 200, 000 individuals annually in the United States. The FDA may
conclude that the condition or disease for which we seek orphan drug exclusivity does not meet this standard. Even if we obtain
orphan drug exclusivity for a product, that exclusivity may not effectively protect the product from competition because
different products can be approved for the same condition. In particular, the concept of what constitutes the “ same drug * for
purposes of orphan drug exclusivity remains in flux in the context of gene therapies, and the FDA issued final guidance
suggesting that it would not consider two genetic medicine products to be different drugs solely based on minor differences in
the transgenes or vectors within a given vector class. In addition, even after an orphan drug is approved, the FDA can
subsequently approve the same product for the same condition if the FDA concludes that the later product is clinically superior
in that it is shown to be safer, more effective or makes a major contribution to patient care. Orphan drug exclusivity may also be
lost if the FDA or EMA determines that the request for designation was materially defective or if the manufacturer is unable to
assure sufficient quantity of the product to meet the needs of the patients with the rare disease or condition. In May2022, the
FDA granted orphan drug designation to XMT- 2056 for the treatment of patients with gastric cancer, but we may not be able to
obtain orphan drug exclusivity for any additional product candidates in the future. In 2017, Congress passed FDA
Reauthorization Act of 2017, or FDARA. FDARA, among other things, codified the FDA’ s pre- existing regulatory
interpretation, to require that a drug sponsor demonstrate the clinical superiority of an orphan drug that is otherwise the same as
a previously approved drug for the same rare disease in order to receive orphan drug exclusivity. Under Omnibus legislation
signed by President Trump on December 27, 2020, the requirement for a product to show clinical superiority applies to drugs
and biologics that received orphan drug designation before enactment of FDARA in 2017 but have not yet been approved or
licensed by the FDA. The FDA and Congress may further reevaluate the Orphan Drug Act and its regulations and policies. This
may be particularly true in light of a decision from the Court of Appeals for the 11th Circuit in September 2021 finding that, for
the purpose of determining the scope of exclusivity, the term “ same disease or condition ”” means the designated “ rare disease
or condition ” and could not be interpreted by the FDA to mean the “ indication or use. ” The court concluded that orphan drug
exclusivity applies to the entire designated disease or condition rather than the “ indication or use. ”” Although there have been
legislative proposals to overrule this decision, they have not been enacted into law. On January 23, 2023, the FDA announced
that, in matters beyond the scope of that court order, the FDA will continue to apply its existing regulations tying orphan- drug
exclusivity to the uses or indications for which the orphan drug was approved. We do not know if, when, or how the FDA or
Congress may change the orphan drug regulations and policies in the future, and it is uncertain how any changes might affect
our business. Depending on what changes the FDA may make to its orphan drug regulations and policies, we may lose any
expected benefits of the orphan drug designation we have received for XMT- 2056, and our business could be adversely
impacted . In addition, to obtain orphan drug designation in the European Union, we would need to demonstrate that
there exists no satisfactory method of diagnosis, prevention or treatment of the condition in question that has been
authorized in the European Union or, if such method exists, the medicinal product will be of significant benefit to those
affected by that condition. There is no assurance that we would be able to meet that standard for any of our product
candidates . Inadequate funding for the FDA, the SEC and other government agencies, including from government shut downs,
or other disruptions to these agencies’ operations, could hinder their ability to hire and retain key leadership and other personnel,
prevent new products and services from being developed or commercialized in a timely manner or otherwise prevent those
agencies from performing normal business functions on which the operation of our business may rely, which could negatively
impact our business. The ability of the FDA to review and approve new products can be affected by a variety of factors,
including government budget and funding levels, ability to hire and retain key personnel and accept the payment of user fees,
and statutory, regulatory and policy changes. Average review times at the agency have fluctuated in recent years as a result.
Disruptions at the FDA and other agencies may also slow the time necessary for new product candidates to be reviewed and / or
approved by necessary government agencies, which would adversely affect our business. 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, ineladingtn26048-and-2649;-the U. S. government shut
down several times and certain regulatory agencies, such as the FDA and the SEC, had to furlough critical employees and stop
critical activities. In addition, disruptions may result from events similar to the COVID- 19 pandemic. During the COVID- 19
pandemic, a number of companies announced receipt of complete response letters due to the FDA’ s inability to complete
required inspections for their applications. In the event of a similar public health emergency in the future, the FDA may not be
able to continue its current pace and review timelines could be extended. Regulatory authorities outside the United States facing
similar circumstances may adopt similar restrictions or other policy measures in response to a similar public health emergency
and may also experience delays in their regulatory activities. Further, with the change in presidential administrations in
2025, there is substantial uncertainty as to how, if at all, the new administration will seek to modify or revise the
requirements and policies of the FDA and other regulatory agencies with jurisdiction over our product candidates.
There is also uncertainty as to how other measures being implemented by the Trump Administration across the
government will affect our activities and those of the FDA and its operations. For example, the potential loss of FDA
personnel could lead to further disruptions and delays in FDA review of our product candidates Similarly, efforts by the
new administration to substantially reduce research funding by the National Institutes of Health of medical research
could have substantial direct or indirect impacts on our research activities. Accordingly, if a prolonged government
shutdown or other disruption 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. Future shutdowns or other disruptions could
also affect other government agencies such as the SEC, which may also impact our business by delaying review of our public



filings, to the extent such review is necessary, and our ability to access the public markets. Accelerated approval by the FDA,
even if granted for any of our current or future product candidates, may not lead to a faster development or regulatory review or
approval process and it does not increase the likelihood that our product candidates will receive marketing approval. We may
seek approval of any of our current and future product candidates using the FDA’ s accelerated approval pathway. A product
may be eligible for accelerated approval if it treats a serious or life- threatening condition, generally provides a meaningful
advantage over available therapies, and demonstrates an effect on a surrogate endpoint that is reasonably likely to predict
clinical benefit. The FDA or other applicable regulatory agency makes the determination regarding whether a surrogate
endpoint is reasonably likely to predict long- term clinical benefit. Prior to seeking such accelerated approval, we will seek
feedback from the FDA and otherwise evaluate our ability to seek and receive such accelerated approval. As a condition of
approval, the FDA requires that a sponsor of a product receiving accelerated approval perform an adequate and well- controlled
post- marketing confirmatory clinical trial or trials. These confirmatory trials must be completed with due diligence and we may
be required to evaluate different or additional endpoints in these post- marketing confirmatory trials. These confirmatory trials
may require enrollment of more patients than we currently anticipate and will result in additional costs, which may be greater
than the estimated costs we currently anticipate. In addition, the FDA currently requires as a condition for accelerated approval
preapproval of promotional materials, which could adversely impact the timing of the commercial launch of the product. There
can be no assurance that the FDA will agree with any proposed surrogate endpoints or that we will decide to pursue or submit a
BLA for accelerated approval or any other form of expedited development, review or approval for any of our current or future
product candidates. Similarly, there can be no assurance that, after feedback from FDA, 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,
there can be no assurance that such submission or application will be accepted or that any expedited review or approval will be
granted on a timely basis, or at all. The FDA may withdraw approval of a product candidate approved under the accelerated
approval pathway if, for example, the trial required to verify the predicted clinical benefit of our product candidate fails to verify
such benefit or does not demonstrate sufficient clinical benefit to justify the risks associated with the drug. The FDA may also
withdraw approval if other evidence demonstrates that our product candidate is not shown to be safe or effective under the
conditions of use, we fail to conduct any required post approval trial of our product candidate with due diligence or we
disseminate false or misleading promotional materials relating to our product candidate. A failure to obtain accelerated approval
or any other form of expedited development, review or approval for our product candidates, or withdrawal of a product
candidate, would result in a longer time period for commercialization of such product candidate, could increase the cost of
development of such product candidate and could harm our competitive position in the marketplace. Further, there can be no
assurance that we will satisfy all FDA requirements, including new provisions, that govern accelerated approval. For
example, With-with passage of the Feod-andDrag-OmntbasReformAet;or-F DORA 5in December 2022, Congress modified
certain provmons governing accelerated approval of drug and biologic products. Specifically, the new legislation authorized the
FDA to —requ1re a sponsor to have its conﬁrmatory clinical trial underway before accelerated approval is awarded and —requtre
et-g proval-to submit progress reports on its post- approval studies to the FDA every six
months untrl the study is completed —and—use— Moreover, FDORA established cxpedited procedures authorizing the FDA to
withdraw an accelerated approval efif certain conditions are met, including where 2 required new-drag-apphieation-orBEA
after-the-confirmatory #rtat-study fails to verify and describe the predicted produet—s-clinical benefit or where evidence
demonstrates the product is not shown to be safe or effective under the conditions of use . The Further; FDORA--- FDA
may also use such procedures to Wlthdraw an accelerated approval if a sponsor fails to conduct any regquires-required the
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Wlth due dlllgence, 1nclud1ng with respect to “ conditions specified by the Secretary. ~ wheneverit-deeidesnottorequire
staelrThe new procedures include the provision of due notice and an explanation for a study-tpen-granting-proposed

withdrawal, as well as opportunities for a meeting with the Commissioner or the Commissioner’ s designee and a written
appeal, among other things. We will need to fully comply with these and other requirements in connection with the
development and approval of any product candidate that qualifies for accelerated approval. In Merereeenthyt-March
2023, the FDA issued draft guidance that outlines its current thinking and approach to accelerated approval. The FDA indicated
that the accelerated approval pathway is commonly used for approval of oncology drugs due to the serious and life- threatening
nature of cancer. Although single- arm trials have been commonly used to support accelerated approval, a randomized controlled
trial is the preferred approach as it provides a more robust efficacy and safety assessment and allows for direct comparisons to
an available therapy. To that end, the FDA outlined considerations for designing, conducting, and analyzing data for trials
intended to support accelerated approvals of oncology therapeutics. Subsequently, in December 2024 and January 2025, the
FDA issued additional draft guidances relating to accelerated approval. These guidances describe the FDA’ s views on
what it means to conduct a confirmatory trial with due diligence and how the agency plans to interpret whether such a
study needs to be underway at the time of approval. While this-these guidanee-guidances ts-are currently only in draft form
and will ultimately not be legally binding even when finalized, sponsors typically observe swe-witkneed-to-eonsiderthe FDA’ s
gurdance closely rﬁwe—seekto ensure that thelr 1nvest1gat10nal products quallfy for accelerated approval -fereaﬁy—e-ﬁettf

-E-U—European Unlon a‘ condmonal ” marketmg authorization may be granted 1n cases Where all the requrred safety and
efficacy data are not yet available. A conditional marketing authorization is subject to conditions to be fulfilled for generating
missing data or ensuring increased safety measures. A conditional marketing authorization is valid for one year and has to be
renewed annually until fulfillment of all relevant conditions. Once the applicable pending studies are provided, a conditional



marketing authorization can become a “ standard ”” marketing authorization. However, if the conditions are not fulfilled within
the timeframe set by the EMA, the marketing authorization will cease to be renewed. If we are required by the FDA, EMA or
comparable regulatory authority to obtain clearance or approval of a companion diagnostic test in connection with approval of
any of our product candidates or a group of therapeutic products, and we do not obtain or we face delays in obtaining clearance
or approval of a diagnostic test, we may not be able to commercialize the product candidate and our ability to generate revenue
may be materially impaired. If we are required by the FDA, EMA or a comparable regulatory authority to obtain clearance or
approval of a companion diagnostic test in connection with approval of any 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 ensuring the
safe and effective use of a novel therapeutic product or new 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. In certain
circumstances (for example, when a therapeutic product is intended to treat a serious or life- threatening condition for which no
satisfactory available therapy exists or when the labelling of an approved product needs to be revised to address a serious safety
issue), however, the FDA may approve a therapeutic product without the prior or contemporaneous marketing authorization of a
companion diagnostic. In this case, approval of a companion diagnostic may be a post- marketing requirement or commitment.
Co- development of companion diagnostics and therapeutic products is critical to the advancement of precision medicine.
Whether initiated at the outset of development or at a later point, co- development should generally be conducted in a way that
will facilitate obtaining contemporaneous marketing authorizations for the therapeutic product and the associated companion
diagnostic. If a companion diagnostic is required to identify patients who are most likely to benefit from receiving the product,
to be at increased risk for serious adverse events as a result of treatment with a particular therapeutic product, or to monitor
response to treatment with a particular therapeutic product for the purpose of adjusting treatment to achieve improved safety or
effectiveness, then the FDA has required marketing approval of all companion diagnostic tests essential for the safe and
effective use of a therapeutic product for cancer therapies. Various foreign regulatory authorities also regulate in vitro
companion diagnostics as medical devices and, under those regulatory frameworks, will likely require the conduct of clinical
trials to demonstrate the safety and effectiveness of any future diagnostics we may develop, which we expect will require
separate regulatory clearance or approval prior to commercialization in those countries. 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 the
specific genomic alteration or mutation alteration that the companion diagnostic was developed to detect. If the FDA, EMA or a
comparable regulatory authority requires clearance or approval of a companion diagnostic for any of our product candidates,
whether before, concurrently with approval, or post- approval of the product candidate, we, and / or future collaborators, may
encounter difficulties in developing and obtaining clearance or approval for these companion diagnostics. The process of
obtaining or creating such diagnostic is time consuming and costly. The FDA previously has required in vitro companion
diagnostics intended to select the patients who will respond to a product candidate to obtain pre- market approval, or PMA,
simultaneously with approval of the therapeutic candidate. The PMA process, including the gathering of preclinical and clinical
data and the submission and review by the FDA, can take several years or longer. It involves a rigorous pre- market review
during which the sponsor must prepare and provide FDA with reasonable assurance of the device’ s safety and effectiveness and
information about the device and its components regarding, among other things, device design, manufacturing, and labeling.
After a device is placed on the market, it remains subject to significant regulatory requirements, including requirements
governing development, testing, manufacturing, distribution, marketing, promotion, labeling, import, export, record- keeping,
and adverse event reporting . It is possible that an in vitro companion diagnostic device could be subject to FDA
enforcement discretion from compliance with the FDCA if it meets the definition of a Laboratory Developed Test, or
LDT. However, the FDA issued a final rule in April 2024 to end enforcement discretion for LDTs and actively regulate
such products as medical devices. Under this final rule, LDTs are required to come into compliance with the FDA’ s
medical device regulatory requirements in a staged approach over the course of four years. The implementation of this
LDT final rule could potentially be affected by the Executive Order, Regulatory Freeze Pending Review, issued by
President Trump on January 20, 2025 and / or the anticipated change in leadership at the FDA under the new
administration. Further, while the final regulation is set to take effect on May 6, 2025, a number of parties have
challenged the legality of the LDT regulation in a federal district court. That court has scheduled a hearing on this
matter on February 19, 2025, and is expected to issue a ruling shortly thereafter . Any delay or failure by us or third- party
collaborators to develop or obtain regulatory clearance or approval of a companion diagnostic could delay or prevent approval or
continued marketing of our related product 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. We will continue to evaluate the impact of this guidance on
our companion diagnostic development and strategy. This guidance and future issuances from the FDA, EMA and other
regulatory authorities may impact our development of a companion diagnostic for our product candidates and could result in
delays in regulatory clearance or approval or a change in the determination for whether or not a companion diagnostic is still
required for our product candidates. We may be required to conduct additional studies to support a broader claim or more
narrowed claim for a subset population. Also, to the extent other approved diagnostics are able to broaden their labeling claims
to include any of our future approved product candidates covered indications, we may no longer need to continue our companion
diagnostic development plans or we may need to alter those companion diagnostic development strategies, which could
adversely impact our ability to generate revenue from the sale of our companion diagnostic test. Additionally, we may rely on



third parties for the design, development and manufacture of companion diagnostic tests for our product candidates. If we enter
into such collaborative agreements, we will be dependent on the sustained cooperation and effort of our future collaborators in
developing and obtaining clearance or 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 clearance or 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 clearance or 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 our product candidates may be adversely affected, our product
candidates may not obtain marketing approval, and we may not realize the full commercial potential of 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. 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 co- development or commercialization of our companion diagnostic and therapeutic product
candidates. If approved, our product candidates that are licensed and regulated as biologics may face competition from
biosimilars approved through an abbreviated regulatory pathway. The BPCIA was enacted as part of the Patient Protection and
Affordable Care Act, as amended by the Health Care and Education Affordability Reconciliation Act, or collectively, the ACA,
to establish an abbreviated pathway for the approval of biosimilar and interchangeable biological products. The regulatory
pathway establishes legal authority for the FDA to review and approve biosimilar biologics, including the possible designation
of a biosimilar as “ interchangeable ” based on its similarity to an approved biologic. Under the BPCIA, a reference biological
product is granted 12 years of data exclusivity from the time of first licensure of the product, and the FDA will not accept an
application for a biosimilar or interchangeable product based on the reference biological product until four years after the date of
first licensure of the reference product In addition, the licensure of a biosimilar product may not be made effective by the FDA
until 12 years from the date on which the reference product was first licensed. During this 12- year period of exclusivity, another
company may still develop and receive licensure of a competing biologic, so long as its BLA does not reply on the reference
product, sponsor’ s data or submit the application as a biosimilar application. We believe that any of the product candidates we
develop as a biological product under a BLA should qualify for the 12- year period of exclusivity. However, there is a risk that
this exclusivity could be shortened due to congressional action or otherwise, or that the FDA will not consider our product
candidates to be reference products for competing products, potentially creating the opportunity for biosimilar competition
sooner than anticipated. Moreover, the extent to which a biosimilar, once approved, will be substituted for any one of the
reference products in a way that is similar to traditional generic substitution for non- biological products will depend on a
number of marketplace and regulatory factors that are still developing. Nonetheless, the approval of a biosimilar to our product
candidates would have a material adverse impact on our business due to increased competition and pricing pressure. Our
activities, including our interactions with healthcare providers, third party payors, patients and government officials, are, and
will continue to be, subject to extensive regulation involving health care, anti- corruption, data privacy and security and
consumer protection laws. Failure to comply with applicable laws could result in substantial penalties, contractual damages,
reputational harm, diminished revenues and curtailment or restructuring of our operations. Our activities may now or in the
future be directly or indirectly subject to various federal and state laws related to health care, anti- corruption, data privacy and
security consumer protection. If we obtain FDA approval for any of our product candidates and begin commercializing those
products in the United States, our potential exposure under such laws will increase significantly, and our costs associated with
compliance with such laws are also likely to increase. These laws include, but are not limited to: * federal false claims, false
statements and civil monetary penalties laws prohibiting, among other things, any person from knowingly presenting, or causing
to be presented, a false claim for payment of government funds or knowingly making, or causing to be made, a false statement to
get a false claim paid; * the federal anti- kickback law, which prohibits, among other things, persons from offering, soliciting,
receiving or providing any remuneration, directly or indirectly, to induce, either the referral of an individual for, or the
purchasing or ordering of a good or service, for which payment may be made under federal health care programs such as the
Medicare and Medicaid; ¢ the federal anti- kickback prohibition known as Eliminating Kickbacks in Recovery Act, enacted in
2018, which prohibits certain payments related to referrals of patients to certain providers (recovery homes, clinical treatment
facilities and laboratories) and applies to services reimbursed by private health plans as well as government health care
programs; * the federal law known as Health Insurance Portability and Accountability Act of 1996, or HIPAA, which, in
addition to privacy protections to healthcare providers and other entities, prohibits executing a scheme to defraud any healthcare
benefit program (which may include private health plans) or making false statements relating to healthcare matters; * the FDCA
Food, Drugrand-CosmetieAet-, which , among other things, strictly regulates drug marketing, prohibits manufacturers from
marketing such products for off- label use and regulates the distribution of samples; ¢ federal laws that require pharmaceutical
manufacturers to report certain calculated product prices to the government or provide certain discounts or rebates to government
authorities or private entities, often as a condition of reimbursement under government healthcare programs; ¢ the so- called *
federal sunshine ” law, which requires pharmaceutical and medical device companies to monitor and report certain financial



interactions with teaching hospitals, physicians and certain non- physician practitioners to the federal government for re-
disclosure to the public; « the privacy, security and breach provisions of HIPAA, which impose obligations on certain “ covered
entities ” (healthcare providers, health plans and healthcare clearinghouses) and certain of their ““ business associate ” contractors
with respect to safeguarding the privacy, security and transmission of individually identifiable health information; ¢ federal and
state laws and regulations, including state security breach notification laws, state health information privacy laws, and federal
and state consumer protection laws, govern the collection, use, disclosure and protection of health- related and other personal
information. ¢ federal consumer protection and unfair competition laws, which broadly regulate marketplace activities and
activities that potentially harm consumers; ¢ the Foreign Corrupt Practices Act, or FCPA, a United States law which regulates
certain financial relationships with foreign government officials (which could include, for example, certain medical
professionals); and ¢ state law analogues of each of the above federal laws, such as anti- kickback and false claims laws which
may apply to items or services reimbursed by any third- party payor, including private health plans, state privacy laws, state
consumer protection laws, and state laws regulating interactions between pharmaceutical manufacturers and healthcare
providers, requiring disclosure of such financial interactions or mandating adoption of certain compliance standards, many of
which differ from each other in significant ways and often are not preempted by federal laws, thus complicating compliance
efforts. In addition, the regulatory approval and commercialization of any of our product candidates outside the United States
will also likely subject us to foreign equivalents of the health care laws mentioned above, among other foreign laws. Efforts to
ensure that our business arrangements will comply with applicable health care laws may involve substantial costs. It is possible
that governmental and enforcement authorities will conclude that our business practices may not comply with current or future
statutes, regulations or case law interpreting applicable fraud and abuse or other health care laws and regulations. If our
operations are found to be in violation of any of the laws described above or any other governmental regulations that apply to us,
we may be subject to penalties, including, without limitation, civil, criminal and administrative penalties, damages, monetary
fines, disgorgement, possible exclusion from participation in Medicare, Medicaid and other federal health care programs,
contractual damages, reputational harm, diminished profits and future earnings and curtailment or restructuring of our
operations. Current and future legislation may increase the difficulty and cost for us to obtain reimbursement for our product
candidates. In the United States and some foreign jurisdictions, there have been and continue to be a number of legislative and
regulatory changes and proposed changes regarding the healthcare system that could, among other things, prevent or delay
marketing approval of our product candidates, restrict or regulate post- approval activities and affect our ability to profitably sell
any products for which we obtain marketing approval. We expect that current laws, 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 may receive for any approved products. If reimbursement of our products is unavailable or limited in scope, our
business could be materially harmed. In March 2010, Pres1dent Obama s1gned 1nt0 law the Patlent Protectlon and Affordable
Care Act, or the PPACA, as amended by the Hea ; of e
In addition, other legislative changes have been proposed and adopted since the ACA was enacted In August 201 1 the Budget
Control Act of 2011, among other things, created measures for spending reductions by Congress. A Joint Select Comrnlttee on
Deficit Reduction, tasked with recommending a targeted deficit reduction of at least $ 1. 2 trillion for the years 2013 through
2021, was unable to reach required goals, thereby triggering the legislation’ s automatic reduction to several government
programs. These changes included aggregate reductions to Medicare payments to providers of up to 2 % per fiscal year, which
went into effect in April 2013 and will remain in effect through 2031 under the Coronavirus Aid, Relief, and Economic Security
Act, or the CARES Act. Under current legislation, the actual reductions in Medicare payments may vary up to 4 %. The
Consolidated Appropriations Act, which was signed into law by President Biden in December 2022, made several changes to
sequestration of the Medicare program. Section 1001 of the Consolidated Appropriations Act delays the 4 % Statutory Pay- As-
You- Go Act 0of 2010, or PAYGO, sequester for two years, through the end of calendar year 2024. Triggered by enactment of
the American Rescue Plan Act of 2021, the 4 % cut to the Medicare program would have taken effect in January 2023. The
Consolidated Appropriation Act’ s health care offset title includes Section 4163, which extends the 2 % Budget Control Act of
2011 Medicare sequester for six months into fiscal year 2032 and lowers the payment reduction percentages in fiscal years 2030
and 2031. The American Taxpayer Relief Act of 2012, among other things, reduced Medicare payments to several providers and
increased the statute of limitations period for the government to recover overpayments to providers from three to five years.
These laws may result in additional reductions in Medicare and other healthcare funding and otherwise affect the prices we may
obtain for any of our products or product candidates for which we may obtain regulatory approval or the frequency with which
any such product is prescribed or used. Since enactment of the ACA, there have been and continue to be, numerous legal
challenges and Congressional actions to repeal and replace provisions of the law. For example, with enactment of the Tax Cuts
for Jobs Act, or the Tax Act, in 2017, Congress repealed the “ individual mandate. ”” The repeal of this provision, which requires
most Americans to carry a minimal level of health insurance, became effective in 2019. On June 17, 2021, the U. S. Supreme
Court dismissed a the-mestreeent-challenge to the PPACA brought by several states without specifically ruling on the
constitutionality of the PPACA. Litigation and legislation over the ACA are likely to continue, with unpredictable and uncertain
results. Fhe-During the first Trump Administration alseteek, Congress and the administration sought to overturn the
ACA and related measures. Shortly after takmg ofﬁce in January 2025 Pre51dent Trump revoked numerous executive

; mcludlng at least two executlve orders (e g . EO 14009 Strengthenmg Medlcald and ﬁsued-a—ﬁew—E-xeeutwe-Gfdeﬁvhteh
direets—federal-agenetestoreeonstderriles-and-other—- the polietes-thatlimit-Affordable Care Act, and EO 14070,



Contlnulng to Strengthen Amerlcal’E aeeess—Access to Affordable, Quahty hea}t-h—Health Coverage) whlch were designed
ot o é-10 re-

pfoteeﬁeﬁs—the ACA and

e*am—me—pehetes—t-h&t—further 1mplement the ACA We antlclpate s1m11ar efforts to undermme
the accompanylng uncertalnty, for people-with-pre—existingeond ey

d s- In the European Ul’llOl’l on December 13, 2021 Regulatlon No 2021
/2282 on Health Technology A%ie%sment or HTA amending Directive 2011 /24 / EU, was adopted. While the Regulation
entered into force in January 2022, it will only begin to apply from January 2025 onwards, with preparatory and
implementation- related steps to take place in the interim. Once applicable, it will have a phased implementation depending on
the concerned products. The Regulation intends to boost cooperation among EU Member States in assessing health
technologies, including new medicinal products as well as certain high- risk medical devices, and provide the basis for
cooperation at the European Union level for joint clinical assessments in these areas. It will permit EU Member States to use
common HTA tools, methodologies, and procedures across the European Union, working together in four main areas, including
joint clinical assessment of the innovative health technologies with the highest potential impact for patients, joint scientific
consultations whereby developers can seek advice from HTA authorities, identification of emerging health technologies to
identify promising technologies early, and continuing voluntary cooperation in other areas. Individual EU Member States will
continue to be responsible for assessing non- clinical (e. g., economic, social, ethical) aspects of health technology, and making
decisions on pricing and reimbursement. We expect that these healthcare reforms, as well as other healthcare reform measures
that may be adopted in the future, may result in additional reductions in Medicare and other healthcare funding, more rigorous
coverage criteria, new payment methodologies and additional downward pressure on the price that we receive for any approved
product and / or the level of reimbursement physicians receive for administering any approved product we might bring to
market. Reductions in reimbursement levels may negatively impact the prices we receive or the frequency with which our
products are prescribed or administered. Any reduction in reimbursement from Medicare or other government programs may
result in a similar reduction in payments from private payors. Accordingly, such reforms, if enacted, could have an adverse
effect on anticipated revenue from product candidates that we may successfully develop and for which we may obtain
marketing approval and may affect our overall financial condition and ability to develop or commercialize product candidates.
The prices of prescription pharmaceuticals in the United States and foreign jurisdictions are subject to considerable legislative
and executive actions and could impact the prices we obtain for our products, if and when licensed. The prices of prescription
pharmaceuticals have also been the subject of considerable discussion in the United States. There have been several recent U. S.
congressional inquiries, as well as proposed and enacted state and federal legislation designed to, among other things, bring
more transparency to pharmaceutical pricing, review the relationship between pricing and manufacturer patient programs, and
reduce the costs of pharmaceuticals under Medicare and Medicaid. In 2020, President Trump issued several executive orders
intended to lower the costs of prescription products and certain provisions in these orders have been incorporated into
regulations. These regulations include an interim final rule implementing a most favored nation model for prices that would tie
Medicare Part B payments for certain physician- administered pharmaceuticals to the lowest price paid in other economically
advanced countries, effective January 1, 2021. That rule, however, has been subject to a nationwide preliminary injunction and,
on December 29, 2021, the Geﬂter—for—Med-leafe—&—Med-le&td—Sefﬂees—er—CMS sissued a final rule to rescind it. With issuance of
this rule, CMS stated that it will explore all options to incorporate value into payments for Medicare Part B pharmaceuticals and
improve beneficiaries' access to evidence- based care. In addition, in October 2020, the U. S. Department of Health and
Human Services, or HHS , and the FDA published a final rule allowing states and other entities to develop a Section 804
Importation Program, or SIP, to import certain prescription drugs from Canada into the United States. That regulation was
challenged in a lawsuit by the Pharmaceutical Research and Manufacturers of America, or PhRMA, but the case was
dismissed by a federal district court in February 2023 after the court found that PhARMA did not have standing to sue the HHS.
Several-Seven states (Colorado, Florida, Maine, New Hampshire, New Mexico, Texas and Vermont) have passed laws
allowing for the importation of drugs from Canada. €ertain-of North Dakota and Virginia have passed legislation
establishing working groups to examine these--- the impact of a state importation program. As of May 2024, five states
have-(Colorado, Florida, Maine, New Hampshire and New Mexico) had submitted Section 804 Importation Program
proposals to the and-are-awaiting-F DA approval—Om, and on January 5, 2023, the FDA approved Florida’ s plan for Canadian
drug importation. That state now has authority to import certain drugs from Canada for a period of two years once
certain conditions are met. Florida will first need to submit a pre- import request for each drug selected for importation,

which must be approved by the FDA. The fu-}e-state w1ll also need to relabel ere&tes—a—new—s&fe—ha-rber—fer—pﬂee-redﬂeﬂeﬁe
refleetedat-the drugs pein

managers-and perform quality testlng ma-nu-faetufefs—t-he—tnna}ement‘aﬁeﬂ—of

the products to meet FDA standards fnflattonReduettonrAetordRA- On July 9, 2021, President Biden signed Executlve
Order 14063, which focuses on, among other things, the price of pharmaceuticals. The order directs the DepartmentofHealth
aﬁd—Huﬁaan—Seﬁiees,—er—HHS sto create a plan within 45 days to combat “ excessive pricing of prescription pharmaceuticals and
enhance domestic pharmaceutical supply chains, to reduce the prices paid by the federal government for such pharmaceuticals,
and to address the recurrent problem of price gouging. ” On September 9, 2021, the HHS released its plan to reduce
pharmaceutical prices. The key features of that plan are to: (a) make pharmaceutical prices more affordable and equitable for all
consumers and throughout the health care system by supporting pharmaceutical price negotiations with manufacturers; (b)
improve and promote competition throughout the prescription pharmaceutical industry by supporting market changes that




strengthen supply chains, promote biosimilars and generic drugs, and increase transparency; and (c) foster scientific innovation
to promote better healthcare and improve health by supporting public and private research and making sure that market
incentives promote discovery of valuable and accessible new treatments. In Merereeenthy;orrAugust +6;-2022, the Inflation
Reduction Act, or IRA , was signed into law by President Biden. The new legislation has implications for Medicare Part D,
which is a program available to individuals who are entitled to Medicare Part A or enrolled in Medicare Part B to give them the
option of paying a monthly premium for outpatient prescription drug coverage. Among other things, the IRA requires
manufacturers of certain drugs to engage in price negotiations with Medicare (beginning in 2026), with prices that can be
negotiated subject to a cap; imposes rebates under Medicare Part B and Medicare Part D to penalize price increases that outpace
inflation (first due in 2023); and replaces the Part D coverage gap discount program with a new discounting program (beginning
in 2025). The IRA permits the Secretary of the HHS to implement many of these provisions through guidance, as opposed to
regulation, for the initial years. Specifically, with respect to price negotiations, Congress authorized Medicare to negotiate lower
prices for certain costly single- source drug and biologic products that do not have competing generics or biosimilars and are
reimbursed under Medicare Part B and Part D. CMS may negotiate prices for ten high- cost drugs paid for by Medicare Part D
starting in 2026, followed by 15 additional Medicare Part D drugs in 2027, 15 additional Medicare Part B or Part D drugs in
2028, and 20 additional Medicare Part B or Part D drugs per year in 2029 and beyond. This provision applies to drug products
that have been approved for at least nine years and biologics that have been licensed for 13 years, but it does not apply to drugs
and biologics that have been approved for a single rare disease or condition. Nonetheless, since CMS may establish a maximum
price for these products in price negotiations, we would be fully at risk of government action if our products are the subject of
Medicare price negotiations. Moreover, given the risk that could be the case, these provisions of the IRA may also further
heighten the risk that we would not be able to achieve the expected return on any of our product candidates, if approved, or the
full value of our patents protecting any such approved drug products if prices are set after any such approved products have been
on the market for nine years. The first cycle of negotiations for the Medicare Drug Price Negotiation Program commenced
in the summer of 2023. On August 15, 2024, the HHS published the results of the first Medicare drug price negotiations
for ten selected drugs that treat a range of conditions, including diabetes, chronic kidney disease, and rheumatoid
arthritis. The prices of these ten drugs will become effective January 1, 2026. On January 17, 2025, the CMS announced
its t selection of 15 additional drugs covered by Part D for the second cycle of negotiations. Thereafter, following the
change in administrations, the CMS issued a public statement on January 29, 2025, declaring that lowering the cost of
prescription drugs is a top priority of the new administration and the CMS is committed to considering opportunities to
bring greater transparency in the negotiation program. The second cycle of negotiations with participating drug
companies will occur during 2025, and any negotiated prices for this second set of drugs will be effective starting
January 1, 2027. Further, the legislation subjects drug manufacturers to civil monetary penalties and a potential excise tax for
failing to comply with the legiilation by offering a price that is not equal to or less than the negotiated *“ maximum fair price ”
under the law or for taking price increases that exceed inflation. In addition to the drug price negotiation program, the IRA
established inflation rebate programs under Medicare Part B and Part D. The-These programs fegislation-also-reqtires—
require manufacturers to pay rebates to Medicare if they raise their prices for drugsinMedieare-certain Part B and Part D
yrhose-priee-tnereases-exeeed-drugs faster than the rate of inflation . On December 9, 2024, with issuance of its 2025
Physician Fee Schedule final regulation, the CMS finalized its rules governing the IRA inflation rebate programs . The
new law also caps Medicare out- of- pocket drug costs at an estimated $ 4, 000 a year in 2024 and, thereafter beginning in 2025,
at $ 2, 000 a year. In addition, the IRA potentially raises legal risks with respect to individuals participating in a Medicare Part D
prescription drug plan who may experience a gap in coverage if they required coverage above their initial annual coverage limit
before they reached the higher threshold, or *“ catastrophic period ” of the plan. Individuals requiring services exceeding the
initial annual coverage limit and below the catastrophic period, must pay 100 % of the cost of their prescriptions until they reach
the catastrophic period. Among other things, the IRA contains many provisions aimed at reducing this financial burden on
individuals by reducing the co- insurance and co- payment costs, expanding eligibility for lower income subsidy plans, and price
caps on annual out- of- pocket expenses, each of which could have potential pricing and reporting implications. Accordingly,
while it is currently unclear how the IRA will be effectuated, we cannot predict with certainty what impact any federal or state
health reforms will have on us, but such changes could impose new or more stringent regulatory requirements on our activities
or result in reduced reimbursement for our products, any of which could adversely affect our business, results of operations and
financial condition. ©a-In June 6;-2023, Merck & Co. filed a lawsuit against the HHS and CMS asserting that, among other
things, the IRA” s Drug Price Negotiation Program for Medicare constitutes an uncompensated taking in violation of the Fifth

Amendment of the Constitution. Subiequently, a number of other par ties have —mel-udiﬁg—t-he—U—S—Ghambeﬁe-f—Geﬁﬁmefe&

-Beehfingeﬂﬂgel-hei-m—al%o ﬁled lawsuits in various Comts W1th qlmllar constltutlonal Clalm% agalnqt the HHS and CMS . There
have been various decisions by the courts considering these cases since they were filed. The HHS has generally won the
substantive disputes in these cases, and various federal district court judges have expressed skepticism regarding the
merits of the legal arguments being pursued by the pharmaceutical industry. Certain of these cases are now on appeal,
and oral arguments took place on October 30, 2024 . We expect that litigation involving these and other provisions of the
IRA will continue, with unpredictable and uncertain results. Accordingly, while it is currently unclear how the IRA will be
effectuated, we cannot predict with certainty what impact any federal or state health reforms will have on us, but such changes
could impose new or more stringent regulatory requirements on our activities or result in reduced reimbursement for our
products, if approved, any of which could adversely affect our business, results of operations and financial condition. At the
state level, individual states are increasingly aggressive in passing legislation and implementing regulations designed to control
pharmaceutical and biological product pricing, including price or patient reimbursement constraints, discounts, restrictions on




certain product access and marketing cost disclosure and transparency measures, and, in some cases, designed to encourage
importation from other countries and bulk purchasing. In addition, regional healthcare organizations and individual hospitals are
increasingly using bidding procedures to determine what pharmaceutical products and which suppliers will be included in their
prescription drug and other healthcare programs. These measures could reduce the ultimate demand for our products, once
approved, or put pressure on our product pricing. We expect that additional state and federal healthcare reform measures will be
adopted in the future, any of which could limit the amounts that federal and state governments will pay for healthcare products
and services, which could result in reduced demand for our product candidates or additional pricing pressures . This is
increasingly true with respect to products approved pursuant to the accelerated approval pathway. State Medicaid
programs and other payers are developing strategies and implementing significant coverage barriers, or refusing to
cover these products outright, arguing that accelerated approval drugs have insufficient or limited evidence despite
meeting the FDA’ s standards for accelerated approval . In the European Union, similar political, economic and regulatory
developments may affect our ability to profitably commercialize our product candidates, if approved. In markets outside of the
United States and the European Union, reimbursement and healthcare payment systems vary significantly by country and many
countries have instituted price ceilings on specific products and therapies. In many countries, including those of the European
Union, the pricing of prescription pharmaceuticals is subject to governmental control and access. In these countries, pricing
negotiations with governmental authorities can take considerable time after the receipt of marketing approval for a product. To
obtain reimbursement or pricing approval in some countries, we or our collaborators may be required to conduct a clinical trial
that compares the cost- effectiveness of our product to other available therapies. If reimbursement of our products is unavailable
or limited in scope or amount or if pricing is set at unsatisfactory levels, our business could be materially harmed. We are
subject to stringent privacy laws, information security laws, regulations, policies and contractual obligations related to data
privacy and security, and a failure to comply with such requirements could subject us to significant fines and penalties, which
may have a material adverse effect on our business, financial condition or results of operations. We are subject to data privacy
and protection laws and regulations that apply to the collection, transmission, storage and use of personally- identifying
information, which among other things, impose certain requirements relating to the privacy, security and transmission of
personal information, including comprehensive regulatory systems in the United States, European Union and United Kingdom.
The legislative and regulatory landscape for privacy and data protection continues to evolve in jurisdictions worldwide, and
there has been an increasing focus on privacy and data protection issues with the potential to affect our business. Failure to
comply with any of these laws and regulations could result in enforcement action against us, including fines, imprisonment of
company officials and public censure, claims for damages by affected individuals, damage to our reputation and loss of
goodwill, any of which could have a material adverse effect on our business, financial condition, results of operations or
prospects. There are numerous U. S. federal and state laws and regulations related to the privacy and security of personal
information. In particular, regulations promulgated pursuant to HIPAA establish privacy and security standards that limit the use
and disclosure of individually identifiable health information, or protected health information, and require the implementation of
administrative, physical and technological safeguards to protect the privacy of protected health information and ensure the
confidentiality, integrity and availability of electronic protected health information. Determining whether protected health
information has been handled in compliance with applicable privacy standards and our contractual obligations can be complex
and may be subject to changing interpretation. These obligations may be applicable to some or all of our business activities now
or in the future. If we are unable to properly protect the privacy and security of protected health information, we could be found
to have breached our contracts. Further, if we fail to comply with applicable privacy laws, including applicable HIPAA privacy
and security standards, we could face civil and criminal penalties. The HHS enforcement activity can result in financial liability
and reputational harm, and responses to such enforcement activity can consume significant internal resources. In addition, state
attorneys general are authorized to bring civil actions seeking either injunctions or damages in response to violations that
threaten the privacy of state residents. We cannot be sure how these regulations will be interpreted, enforced or applied to our
operations. In addition to the risks associated with enforcement activities and potential contractual liabilities, our ongoing efforts
to comply with evolving laws and regulations at the federal and state level may be costly and require ongoing modifications to
our policies, procedures and systems. In addition to potential enforcement by the HHS, we are also potentially subject to privacy
enforcement from theFederal-Frade-Commisston;or-the FTC. The FTC has been particularly focused on the unpermitted
processing of health and genetic data through its recent enforcement actions and is expanding the types of privacy violations that
it interprets to be *“ unfair ” under Section 5 of the FTC Act, as well as the types of activities it views to trigger the Health
Breach Notification Rule (which the FTC also has the authority to enforce). The agency is also in the process of developing
rules related to commercial surveillance and data security that may impact our business. We will need to account for the FTC’ s
evolving rules and guidance for proper privacy and data security practices in order to mitigate our risk for a potential
enforcement action, which may be costly. If we are subject to a potential FTC enforcement action, we may be subject to a
settlement order that requires us to adhere to very specific privacy and (depending on the nature of the alleged violations). If we
violate any consent order that we reach with the FTC, we may be subject to additional fines and compliance requirements.
States are also active in creating specific rules relating to the processing of personal information. In 2018, California passed into
law the California Consumer Privacy Act, or the CCPA, which took effect on January 1, 2020 and imposed many requirements
on businesses that process the personal information of California residents. Many of the CCPA’ s requirements are similar to
those found in the General Data Protection Regulation, or the GDPR, which is further described below, including requiring
businesses to provide notice to data subjects regarding the information collected about them and how such information is used
and shared, and providing data subjects the right to request access to such personal information and, in certain cases, request the
erasure of such personal information. The CCPA also affords California residents the right to opt- out of ““ sales  of their
personal information. The CCPA contains significant penalties for companies that violate its requirements. In November 2020,



California voters passed a ballot initiative for the California Privacy Rights Act, or the CPRA, which went into effect on
January 1, 2023 and significantly expanded the CCPA to incorporate additional GDPR- like provisions including requiring that
the use, retention and sharing of personal information of California residents be reasonably necessary and proportionate to the
purposes of collection or processing, granting additional protections for sensitive personal information, and requiring greater
disclosures related to notice to residents regarding retention of information. The CPRA also created a new enforcement agency —
the California Privacy Protection Agency — the sole responsibility of which is to enforce the CPRA and other California privacy
laws, which will further increase compliance risk. The provisions in the CPRA may apply to some of our business activities. In
addition to California, at least elewen-18 other states have passed comprehensive privacy laws similar to the CCPA and CPRA.
These laws are either in effect or will go into effect sometime before the end of 2026. Like the CCPA and CPRA, these laws
create obligations related to the processing of personal information, as well as special obligations for the processing of *
sensitive ” data (which includes health data in some cases). Some of the provisions of these laws may apply to our business
activities. There are also states that are strengly-considering or have already passed comprehensrve prrvacy laws durrng the
2023 legrslatrve sessions that erl go into effect in 2024 and beyond Re s INew lew-Jersey ates
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right of action, which further increases the relevant compliance risk. W
regulating-eonsumerhealth-data—These laws may impact our business activities, 1ncludrng our 1dent1ﬁcat10n of research
subjects, relationships with business partners and ultimately the marketing and distribution of our products . Plaintiffs’ lawyers
are also increasingly using privacy- related statutes at both the state and federal level to bring lawsuits against
companies for their data- related practices. In particular, there have been a significant number of cases filed against
companies for their use of pixels and other web trackers. These cases often allege violations of the California Invasion of
Privacy Act and other state laws regulating wiretapping, as well as the federal Video Privacy Protection Act. The rise in
these types of lawsuits creates potential risk for our business . Similar to the laws in the United States, there are significant
privacy and data security laws that apply in Europe and other countries. The collection, use, disclosure, transfer, or other
processing of personal data, including personal health data, regarding individuals who are located in the EurepeanEeonomie
Arearorthe-EEA, and the processing of personal data that takes place in the EEA, is regulated by the General-DataProteetion
Regulation;-er-GDPR, which went into effect in May 2018 and which imposes obligations on companies that operate in our
industry with respect to the processing of personal data and the cross- border transfer of such data. The GDPR imposes onerous
accountability obligations requiring data controllers and processors to maintain a record of their data processing and policies. If
our or our collaborators’ or service providers’ privacy or data security measures fail to comply with the GDPR requirements, we
may be subject to litigation, regulatory investigations, enforcement notices requiring us to change the way we use personal data
and / or fines of up to 20 million Euros or up to 4 % of the total worldwide annual turnover of the preceding financial year,
whichever is higher, as well as compensation claims by affected individuals, negative publicity, reputational harm and a
potential loss of business and goodwill. The GDPR places restrictions on the cross- border transfer of personal data from the
European Union to countries that have not been found by the European Commission to offer adequate data protection
legislation, such as the United States. There are ongoing concerns about the ability of companies to transfer personal data from
the European Union to other countries. In July 2020, the Court of Justice of the European Union, or the CJEU, invalidated the
EU- U. S. Privacy Shield, one of the mechanisms used to legitimize the transfer of personal data from the EEA to the United
States. The CJEU decision also drew into question the long- term viability of an alternative means of data transfer, the standard
contractual clauses, for transfers of personal data from the EEA to the United States. While we were not self- certified under the
Privacy Shield, this CJEU decision may lead to increased scrutiny on data transfers from the EEA to the United States generally
and increase our costs of compliance with data privacy legislation as well as our costs of negotiating appropriate privacy and
security agreements with our vendors and collaborators. In October 2022, President Biden signed an executive order to
implement the EU- U. S. Data Privacy Framework, which serves as a replacement to the EU- U. S. Privacy Shield. The
European Commission adopted the adequacy decision on July 10, 2023. The adequacy decision permits U. S. companies who
self- certify to the EU- U. S. Data Privacy Framework to rely on it as a valid data transfer mechanism for data transfers from the
European Union to the United States. However, some privacy advocacy groups have already suggested that they will be
challenging the EU- U. S. Data Privacy Framework. If these challenges are successful, they may not only impact the EU- U. S.
Data Privacy Framework, but also further limit the viability of the standard contractual clauses and other data transfer
mechanisms. The uncertainty around this issue has the potential to impact our business. Following the withdrawal of the United
Kingdom from the European Union, the U. K. Data Protection Act 2018 applies to the processing of personal data that takes
place in the United Kingdom and includes parallel obligations to those set forth by GDPR. The Data Protection Act of 2018 in
the United Kingdom that “ implements ”” and complements the GDPR achieved Royal Assent on May 23, 2018 and is effective
in the United Kingdom. Transfers of personal data from the EEA to the United Kingdom are currently lawful under the GDPR
because of a June 2021 adequacy decision from the European Commission. However, this decision may be challenged in court.
The United Kingdom has determined that it considers all of the Ed27European Union and EEA member states to be adequate
for the purposes of data protection, ensuring that data flows from the United Kingdom to the EU / EEA remain unaffected.
Beyond GDPR, there are privacy and data security laws in a growing number of countries around the world. While many
loosely follow GDPR as a model, other laws contain different or conflicting provisions. These laws will impact our ability to
conduct our business activities, including both our clinical trials and the sale and distribution of commercial products, if
approved, through increased compliance costs, costs associated with contracting and potential enforcement actions. While we
continue to address the implications of the recent changes to data privacy regulations, data privacy remains an evolving



landscape at both the domestic and international level, with new regulations coming into effect and continued legal challenges,
and our efforts to comply with the evolving data protection rules may be unsuccessful. It is possible that these laws may be
interpreted and applied in a manner that is inconsistent with our practices, which could adversely affect our business. We must
devote significant resources to understanding and complying with this changing landscape. Failure to comply with federal, state
and international laws regarding privacy and security of personal information could expose us to fines and penalties under such
laws. Laws and regulations governing any international operations we may have in the future may preclude us from developing,
manufacturing and selling certain products outside of the United States and require us to develop and implement costly
compliance programs. If we expand our operations outside the United States, we will need to dedicate additional resources to
comply with U. S. laws regarding international operations and the laws and regulations in each jurisdiction in which we operate
and plan to operate. The FCPA prohibits any U. S. individual or business from paying, offering or authorizing payment or
offering of anything of value, directly or indirectly, to any foreign official, political party or candidate for the purpose of
influencing any act or decision of the foreign entity in order to assist the individual or business in obtaining or retaining
business. The FCPA also obligates companies whose securities are listed in the United States to comply with certain accounting
provisions requiring the company to maintain books and records that accurately and fairly reflect all transactions of the
company, including international subsidiaries and to devise and maintain an adequate system of internal accounting controls for
international operations. Compliance with the FCPA is expensive and difficult, particularly in countries in which corruption is a
recognized problem. In addition, the FCPA presents particular challenges in the pharmaceutical industry because in many
countries, hospitals are operated by the government and doctors and other hospital employees are considered foreign officials.
Certain payments to hospitals in connection with clinical trials and other work have been deemed to be improper payments to
government officials and have led to FCPA enforcement actions. Various laws, regulations and executive orders also restrict the
use and dissemination outside of the United States or the sharing with certain non- U. S. nationals, of information classified for
national security purposes, as well as certain products and technical data relating to those products. Further, the provision of
benefits or advantages to physicians to induce or encourage the prescription, recommendation, endorsement, purchase, supply,
order or use of medicinal products is prohibited in the European Union. The provision of benefits or advantages to physicians is
also governed by the national anti- bribery laws of EU E-5—Member States, such as the U. K. Bribery Act 2010. Infringement
of these laws could result in substantial fines and imprisonment. Payments made to physicians in certain EU E=d-Member
States must be publicly disclosed. Moreover, agreements with physicians often must be the subject of prior notification and
approval by the physician’ s employer, his or her competent professional organization and / or the regulatory authorities of the
individual EU E—6-Member States. These requirements are provided in the national laws, industry codes or professional codes
of conduct applicable in the EU £~ Member States. Failure to comply with these requirements could result in reputational
risk, public reprimands, administrative penalties, fines or imprisonment. If we expand our presence outside of the United States,
it will require us to dedicate additional resources to comply with these laws and these laws may preclude us from developing,
manufacturing or selling certain products and product candidates outside of the United States, which could limit our growth
potential and increase our development costs. The failure to comply with laws governing international business practices may
result in substantial civil and criminal penalties and suspension or debarment from government contracting. The SEC also may
suspend or bar issuers from trading securities on U. S. exchanges for violations of the FCPA’ s accounting provisions. We and
our third- party contract manufacturers must comply with environmental, health and safety laws and regulations, and failure to
comply with these laws and regulations could expose us to significant costs or liabilities. We and our third- party manufacturers
are subject to numerous environmental, health and safety laws and regulations, including those governing laboratory procedures
and the use, generation, manufacture, distribution, storage, handling, treatment, remediation and disposal of hazardous materials
and wastes. Hazardous chemicals, including flammable and biological materials, are involved in certain aspects of our business,
and we cannot eliminate the risk of injury or contamination from the use, generation, manufacture, distribution, storage,
handling, treatment or disposal of hazardous materials and wastes. In the event of contamination or injury, or failure to comply
with environmental, health and safety laws and regulations, we could be held liable for any resulting damages and any such
liability could exceed our assets and resources. We could also incur significant costs associated with civil or criminal fines and
penalties for failure to comply with such laws and regulations. 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. Environmental, health and safety laws and regulations are becoming increasingly more stringent. We may
incur substantial costs in order to comply with current or future environmental, health and safety laws and regulations. These
current or future laws and regulations may impair our research, development or production efforts. Our failure to comply with
these laws and regulations also may result in substantial fines, penalties or other sanctions. Further, with respect to the
operations of our third- party contract manufacturers, it is possible that if they fail to operate in compliance with applicable
environmental, health and safety laws and regulations or properly dispose of wastes associated with our products, we could be
held liable for any resulting damages, suffer reputational harm or experience a disruption in the manufacture and supply of our
product candidates or products. Our employees may engage in misconduct or other improper activities, including
noncompliance with regulatory standards and requirements and insider trading. We are exposed to the risk of employee fraud or
other misconduct. Misconduct by employees could include intentional failures to comply with FDA regulations, to provide
accurate information to the FDA, to comply with manufacturing standards we have established, to comply with federal and state
healthcare fraud and abuse laws and regulations, to comply with state and federal securities laws, to report financial information
or data accurately or to disclose unauthorized activities to us. In particular, sales, marketing and business arrangements in the
healthcare industry are subject to extensive laws and regulations intended to prevent fraud, kickbacks, self- dealing and other



abusive practices. These laws and regulations may restrict or prohibit a wide range of pricing, discounting, marketing and
promotion, sales commission, customer incentive programs and other business arrangements. Employee misconduct could also
involve the improper use of information obtained in the course of clinical trials, which could result in regulatory sanctions and
serious harm to our reputation. It is not always possible to identify and deter employee misconduct, and the precautions we take
to detect and prevent this activity may not be effective in controlling unknown or unmanaged risks or losses or in protecting us
from governmental investigations or other actions or lawsuits stemming from a failure to be in compliance with such laws or
regulations. Additionally, we are subject to the risk that a person could allege such fraud or other misconduct, even if none
occurred. If any such actions are instituted against us, and we are not successful in defending ourselves or asserting our rights,
those actions could have a significant impact on our business, including the imposition of civil, criminal and administrative
penalties, damages, monetary fines, disgorgement, possible exclusion from participation in Medicare, Medicaid and other federal
health care programs, contractual damages, reputational harm, diminished profits and future earnings and curtailment or
restructuring of our operations, any of which could adversely affect our ability to operate our business and our results of
operations. Changes in U. S. and international trade policies, particularly with respect to China, may adversely impact our
business and operating results. The U. S. government has recently made statements and taken certain actions that may lead to
potential changes to U. S. and international trade policies, including imposing several rounds of tariffs and export control
restrictions affecting certain products manufactured in China. In March 2018, the first Trump administration announced the
imposition of tariffs on steel and aluminum entering the United States and in June 2018, the first Trump administration
announced further tariffs targeting goods imported from China. Recently both China and the United States have each imposed
tariffs indicating the potential for further trade barriers, including the U. S. Commerce Department adding numerous Chinese
entities to its “ unverified list, ” which requires U. S. exporters to go through more procedures before exporting goods to such
entities. Furthermore, following the change of administrations, in January 2025, the second Trump administration
announced plans to implement or increase tariffs, particularly on products manufactured in China, Canada and Mexico,
though it remains unclear what specific actions will be taken. [t is unknown whether and to what extent new tariffs, export
controls, or other new laws or regulations will be adopted, or the effect that any such actions would have on us or our industry .
Further , some of our manufacturers and it-is-tnetear-whether-suppliers are located in China. Trade tensions and conflicts
between the United States and China have been escalating in recent years and, as such, we are exposed to the possibility
of product supply disruption and increased costs and expenses in the event of changes to the laws, rules, regulations and
policies of the governments of the United States or China, or due to geopolitical unrest and unstable economic conditions.
Certain Chinese biotechnology companies may become subject to trade restrictions, sanctions, the-other Biden
administratton-wil-regulatory requirements or proposed legislation by the U. S. government, which could restrict or even
prohibit our ability to work with such entities, thereby potentially dlsruptmg their supply of material to us. reverse-these
meastres-or-For example pttfsue—amr}aﬁpehey—mmafwes—Mest—feeeﬁﬂ-y— in February 2024, U. S. lawmakers have-called for
investigations into and the imposition of possible economic sanctions against Chinese biotechnology companies WuXi AppTec
and WuXi Biologics, or collectively WuXi, over alleged ties to the Chinese military. In addition, in September 2024, the U. S.
House or Representatives passed the BIOSECURE Act (H. R. 7085), and the Senate has advanced a substantially similar
bill, which legislation, if passed by the Senate and enacted into law, would restrict the ability of U. S. biotechnology
companies like us to purchase services or products from, or otherwise collaborate with, specifically named Chinese
biotechnology companies, including WuXi, and authorizes the U. S. government to impose such restrictions on entities'
transactions with additional Chinese biotechnology companies as a condition of U. S. government contract, grant and
loan funding. If these bills become law, or similar laws are passed, they would have the potential to severely restrict the
ability of companies to contract with certain Chinese biotechnology companies of concern without losing the ability to
contract with, or otherwise received funding from, the U. S. government. Such disruptions could have adverse effects on
the development of our product candidates and our business operations. Any unfavorable government policies on
international trade, such as export controls, capital controls or tariffs, may increase the cost of manufacturing our product
candidates and platform materials, affect the demand for our drug products (if and once approved), the competitive position of
our product candidates, and import or export of raw materials and finished product candidate used in our and our collaborators’
preclinical studies and clinical trials, particularly with respect to any product candidates and materials that we import from
China, including pursuant to our manufacturing service arrangements with WuXi. If any new tariffs, export controls, legislation
and / or regulations are implemented, or if existing trade agreements are renegotiated or, in particular, if either the U. S. or
Chinese government takes retaliatory trade actions due to the recent trade tension, such changes could have an adverse effect on
our business, financial condition and results of operations. Risks Related to our Business and Industry If we fail to attract and
retain senior management and key scientific personnel, we may be unable to successfully develop our ADC product candidates,
conduct our clinical trials and commercialize our ADC product candidates. Our ability to compete in the highly competitive
biotechnology and biopharmaceutical industries depends upon our ability to attract, motivate and retain highly qualified
managerial, scientific and medical personnel. We are highly dependent on members of our senior management, including
Martin Huber, M. D., our President and Chief Executive Officer, who succeeded Anna Protopapas in that role in September
2023. We also announced the departures of our Chief Medical Officer and Chief People Officer in September 2023 , and our
Chief Manufacturing Officer departed in June 2024 . The loss of the services of any additional members of our senior
management could impede the achievement of our research, development and commercialization objectives. Also, each of these
persons may terminate their employment with us at any time. We do not maintain ““ key person ” insurance for any of our
executives or other employees. Recruiting and retaining qualified scientific, clinical, sales and marketing personnel will also be
critical to our success. We conduct our operations at our facility in Cambridge, Massachusetts, in a region that is headquarters to
many other biopharmaceutical companies and many academic and research institutions. Competition for skilled personnel is



intense and the turnover rate can be high, which may limit our ability to hire and retain highly qualified personnel on acceptable
terms or at all. We may not be able to attract and retain these personnel on acceptable terms given the competition among
numerous pharrnaceutrcal and brotechnology companles for srmllar personnel Further in July 2023 fe-l-lew-tﬂg—et&

y y pt-we announced a reduction- in- force of
approxrmately 50 % of our then- current employee base or the Restructurlng, which Restructuring was substantially completed
as of December 31, 2023. The Restructuring may make future retention and recruiting of qualified personnel more difficult. In
addition, we rely on consultants and advisors, including scientific and clinical advisors, to assist us in formulating our research
and development and commercialization strategy. Our consultants and advisors may be employed or have commitments under
consulting or advisory contracts with other entities that may limit their availability to us. Our business and operations would
suffer in the event of system failures, security breaches or cyberattacks. Our computer systems, as well as those of various third
parties with whom we collaborate or on which we rely, or may rely in the future, including our CROs and other contractors,
consultants, and law and accounting firms, are vulnerable to service interruptions or security breaches, including from
cyberattacks, computer viruses, ransomware, malware, unauthorized access , human error , natural disasters, terrorism, war and
telecommunication and electrical failures. We rely on our third- party providers to implement effective security measures and
identify and correct for any such failures, deficiencies or breaches. The risk of a security breach or disruption, particularly
through cyberattacks or cyber intrusion, including by computer hackers, foreign governments, nation- state actors and cyber
terrorists, has generally increased as the number, intensity and sophistication of attempted attacks and intrusions from around the
world have increased. In particular, severe ransomware attacks are becoming increasingly prevalent and can lead to significant
interruptions in our operations, ability to provide our products or services, loss of sensitive data and income, reputational harm
and diversion of funds. Extortion payments may shorten the duration of the negative impacts of a ransomware attack, but we
may be unwilling or unable to make such payments due to, for example, applicable laws or regulations prohibiting such
payments. However, if any failure, accident or security breach were to occur and cause interruptions in our operations or the
operations of those third parties with which we contract, it could result in a material disruption of our programs and our business
operations. Most of our employees work in a hybrid fashion, and we also have employees who work remotely. Such
arrangements have increased risks to our information technology systems and data, as more of our employees utilize network
connections, computers and devices outside our premises or network, including working at home, while in transit and in public
locations. We have experienced attempted but unsuccessful phishing attacks in the past, which have not had a material impact on
our operations; however, we may in the future experience material system failures or security breaches that could cause
interruptions in our operations or result in a material disruption of our development programs. We could lose access to our trade
secrets or other proprietary information or experience other disruptions, which could require a substantial expenditure of
resources to remedy. For example, the loss of clinical trial data for our product candidates could result in delays in our
regulatory approval efforts and signiﬁcantly increase our costs to recover or reproduce the data. We could also be subject to
rrsks caused by mlsapproprlatron misuse, leakage falsification or intentional or accidental release or loss of information

atntained 0 6 , including personal information of our employees , patients enrolled in
our trials or others , or mamtalned in our or our vendors information systems and networks . Outside parties may attempt
to penetrate our systems or those of the third parties with which we contract or to coerce or fraudulently induce our employees or
employees of such third parties to disclose sensitive information to gain access to our data , or such disclosures or granting of
access may occur as the result of human error. For instance, in late 2024, one of our clinical service providers
inadvertently shared our confidential information with a third party. While this error did not result in the broader
dissemination of such confidential information or have a material impact on our clinical development, we cannot
guarantee that a similar incident will not occur again in the future, and we can provide no assurance that a similar
incident in the future would not have a material adverse impact on our business . The number and complexity of these
threats to our and our vendors’ information systems and networks and the information contained therein continue to
increase over time. Although we develop and maintain systems and controls designed to prevent these events from occurring,
and we have a process to identify and mitigate threats, such risks cannot be eliminated. Furthermore, there can be no assurance
that we, or those third parties with which we contract, will promptly detect any such disruption or security breach, if at all.
Additionally, the development and maintenance of these systems, controls and processes is costly and requires ongoing
monitoring and updating as technologies change and efforts to overcome security measures become more sophisticated. To the
extent that any disruption or security breach results in a loss of or damage to our data or applications or other data or
applications relating to our technology or product candidates, or inappropriate disclosure of confidential or proprietary
information, we could incur liabilities, our competitive position and the market perception of the effectiveness of our security
measures could be harmed, our credibility could be damaged and the further development of our product candidates could be
delayed. Increasing use of social media and artificial intelligence- based platforms could give rise to liability, breaches of data
security and privacy laws, or reputational damage. We and our employees are increasingly utilizing social media tools as a
means of communication both internally and externally. Despite our efforts to monitor evolving social media communication
guidelines and comply with applicable rules, there is a risk that the use of social media by us or our employees to communicate
about our products or business may cause us to be found in violation of applicable requirements. In addition, our employees may
knowingly or inadvertently make use of social media in ways that may not comply with our social media policy or other legal or
contractual requirements, which may give rise to liability, lead to the loss of trade secrets or other intellectual property, or result
in public exposure of personal data of our employees, clinical trial participants and others. Furthermore, negative posts or
comments about us or our product candidates in social media could seriously damage our reputation, brand image and goodwill.
Additionally, artificial intelligence, or Al,- based solutions, including generative Al, are increasingly being used in the
biotechnology and biopharmaceutical industries, including by us with respect to closed AI systems . The use of Al solutions by




our employees or third parties on which we rely may continue to increase and may lead to the public disclosure of confidential
information (including personal data and proprietary information) in contravention of our internal policies, data protection laws,
other applicable law or contractual requirements. The misuse of Al solutions may give rise to liability, lead to the loss of trade
secrets or other intellectual property, result in reputational harm, or lead to outcomes with unintended biases or other
consequences. The misuse of Al solutions could also result in unauthorized access and use of personal data of our employees,
clinical trial participants, collaborators or other third parties. Any of these events could have a material adverse effect on our
business, prospects, operating results, and financial condition and could adversely affect the price of our common stock. We
may encounter difficulties in managing our future growth and expanding our operations successfully. Although we implemented
the Restructuring in 2023 following our discontinuance of development of UpRi, as we seek to advance our current product
candidates through clinical trials and commercialization, we will need to expand our development, regulatory, manufacturing,
marketing and sales capabilities or contract with third parties to provide these capabilities for us. As our operations have
expanded in the past, we have needed to, and if our operations expand again in the future, we expect that we will continue to
need to manage additional relationships with various strategic collaborators, suppliers and other third parties. Future growth will
impose significant added responsibilities on members of management. Our future financial performance and our ability to
commercialize our product candidates and to compete effectively will depend, in part, on our ability to manage any future
growth effectively. To that end, we must be able to manage our development efforts and clinical trials effectively and hire, train
and integrate additional management, administrative and, if necessary, sales and marketing personnel. Due to our limited
financial resources and the logistical and operational changes involved in managing such anticipated growth, we may not be
able to accomplish these tasks, and our failure to accomplish any of them could prevent us from successfully growing our
company or disrupt our operations. If product liability lawsuits or other claims are brought against us, we may incur substantial
liabilities and may be required to limit commercialization of our ADC product candidates. We face an inherent risk of product
liability as a result of the clinical testing of our product candidates and will face an even greater risk if we commercialize any
products. For example, we may be sued or have other claims brought against us if any product we develop causes, or is
perceived to cause, injury or is found to be otherwise unsuitable during clinical testing, manufacturing, marketing or sale. Any
such product liability claims may include allegations of defects in manufacturing, defects in design, a failure to warn of dangers
inherent in the product, negligence, strict liability and a breach of warranties. Claims could also be asserted under state or
foreign consumer protection acts or similar schemes. If we cannot successfully defend ourselves against product liability claims,
we may incur substantial liabilities or be required to limit commercialization of our product candidates. Even a successful
defense would require significant financial and management resources. Regardless of the merits or eventual outcome, liability
claims may result in: * injury to our reputation; * decreased demand for our product candidates or products that we may develop;
« withdrawal of clinical trial participants; ¢ costs to defend the related litigations; * a diversion of management’ s time and our
resources; * substantial monetary awards to clinical trial participants or patients; ¢ product recalls, withdrawals or labeling,
marketing or promotional restrictions; ¢ loss of revenue; ¢ the inability to commercialize our product candidates; and ¢ a decline
in our stock price. Failure to obtain and retain sufficient product liability insurance at an acceptable cost to protect against
potential product liability claims could prevent or inhibit the commercialization of products we develop. We currently carry
product liability insurance covering our clinical trials in the amount of $ 10 million in the aggregate. Although we maintain such
insurance, any claim that may be brought against us could result in a court judgment or settlement in an amount that is not
covered, in whole or in part, by our insurance or that is in excess of the limits of our insurance coverage. Our insurance policies
also have various exclusions, and we may be subject to a product liability claim for which we have no coverage. In such
instance, we might have to pay any amounts awarded by a court or negotiated in a settlement that exceed our coverage
limitations or that are not covered by our insurance, and we may not have, or be able to obtain, sufficient capital to pay such
amounts. If we are unable to obtain or maintain sufficient insurance coverage at an acceptable cost or to otherwise protect
against potential product liability claims, it could prevent or inhibit the development and commercial production and sale of our
product candidates, which could adversely affect our business, financial condition, results of operations and prospects. We may
acquire assets or form strategic alliances in the future, and we may not realize the benefits of such acquisitions. We may acquire
additional technologies and assets, form strategic alliances or create joint ventures with third parties that we believe will
complement or augment our existing business. If we acquire assets with promising markets or technologies, we may not be able
to realize the benefit of acquiring such assets if we are unable to successfully integrate them with our existing technologies. We
may encounter numerous difficulties in developing, manufacturing and marketing any new products resulting from a strategic
alliance or acquisition that delay or prevent us from realizing their expected benefits or enhancing our business. We cannot be
assured that, following any such acquisition, we will achieve the expected synergies to justify the transaction. Risks Related to
Our Common Stock Our H-eurstock price is volatile, and our stockholders eewtd-may incur substantial losses. Our stock price
has been and may continue to be volatile. During the period from February 23-26 , 26242022 to February 23-26 , 2624-2025 ,
the closing price of our common stock ranged from a high of § 49-9 . #8-55 per share to a low of $ 4+-0 . 86-52 per share. The
market price of shares of our common stock could be subject to wide fluctuations in response to many risk factors listed in this
Risk Factors ” section, and others beyond our control, including: * results and timing of preclinical studies and clinical trials of
our current or future product candidates, including XMF-Emi - +660-Le and XMT- 2056; ¢ results of clinical trials of our
competitors’ products; ¢ failure to adequately protect our trade secrets; ¢ the terms on which we raise additional capital or our
ability to raise it; * commencement or termination of any strategic collaboration or licensing arrangement; * regulatory
developments, including actions with respect to our products or our competitors’ products; * actual or anticipated fluctuations in
our financial condition and operating results; ¢ publication of research reports by securities analysts about us or our competitors
or our industry; ¢ our failure or the failure of our competitors to meet analysts’ projections or guidance that we or our
competitors may give to the market; ¢ additions and departures of key personnel; ¢ strategic decisions by us or our competitors,



such as acquisitions, divestitures, spin- offs, joint ventures, strategic investments or changes in business strategy; ¢ the passage
of legislation or other regulatory developments affecting us or our industry; * changes in the structure of healthcare payment
systems; ¢ fluctuations in the valuation of companies perceived by investors to be comparable to us; * sales of our common stock
by us (including through our ATM offering program), our insiders or our other stockholders; ¢ speculation in the press or
investment community; ¢ announcement or expectation of additional financing efforts; * changes in market conditions for
biopharmaceutical stocks; and ¢ changes in general market and economic conditions, such as geopolitical conflicts, including the
ongoing conflict between Russia and Ukraine and the ongoing war-betweenIsrael-and-Hamas-conflict in the Middle East ,
sustained high interest rates and inflation. In addition, the stock market has historically experienced significant volatility,
particularly with respect to pharmaceutical, biotechnology and other life sciences company stocks. The volatility of
pharmaceutical, biotechnology and other life sciences company stocks often does not relate to the operating performance of the
companies represented by the stock. In addition, market uncertainty and volatility have been magnified as a result of the
2024 United States presidential elections and resulting uncertainties regarding actual and potential shifts in United
States and foreign, trade, economic and other policies, including with respect to treaties and tariffs. As a result of this
volatility, stockholders may not be able to sell their common stock at or above the price for which they paid for their shares. As
we operate in a single industry, we are LS])L(,ld“\ vulnerable to these [duols to Ilm extent that lhu affect our m(lusllv or our
products, or to a lesser extent our markets - ; : ; ; ;
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against companies following periods of volatility in their stock price. This type of litigation could result in substantial costs and
divert our management’ s attention and resources, and could also require us to make substantial payments to satisfy judgments or
to settle litigation . We are currently not in compliance with Nasdaq’ s continued listing requirements. If we are unable to
regain compliance with Nasdaq’ s listing requirements, our common stock could be delisted, which could affect our
common stock’ s market price and liquidity and reduce our ability to raise capital. On February 25, 2025, we received
written notice from the Listing Qualifications Department of Nasdaq stating that we are not in compliance with Nasdaq
Listing Rule 5450 (a) (1) because we have not maintained a minimum closing bid price of our common stock of at least $
1. 00 per share for the last 30 consecutive business days, or the Minimum Bid Price Requirement. Receipt of the notice
from Nasdaq had no immediate effect on the listing or trading of our common stock on Nasdaq. In accordance with
Nasdaq Listing Rule 5810 (c) (3) (A), we have 180 calendar days from the date of the notice from Nasdaq, or until
August 25, 2025, to regain compliance with the Minimum Bid Price Requirement. We can regain compliance with
Minimum Bid Price Requirement during any compliance period by meeting the minimum closing bid price of at least $
1. 00 for a minimum of ten (10) consecutive business days during the applicable compliance period, unless Nasdaq
exercises its discretion to extend this 10- day period as discussed in Nasdaq Listing Rule 5810 (c) (3) (H). If we are not
deemed in compliance with the Minimum Bid Price Requirement before the expiration of the 180- day compliance
period, we may be afforded an additional 180- day compliance period. To qualify, we would be required to transfer the
listing of our common stock from the Nasdaq Global Select Market to the Nasdaq Capital Market, provided we meet the
continued listing requirement for the market value of publicly held shares and all other initial listing standards of the
Nasdaq Capital Market, with the exception of its bid price requirement. To effect such a transfer, among other things,
we would also need to pay an application fee to Nasdaq and provide written notice to Nasdaq of our intention to cure this
deficiency during the second compliance period, including by effecting a reverse stock split, if necessary, to gain
compliance with the Minimum Bid Price Requirement. If we do not regain compliance with the Minimum Bid Price
Requirement within the initial compliance period and it appears to Nasdaq’ s staff that we will not be able to regain
compliance with the Minimum Bid Price Requirement during the additional compliance period, or that we are otherwise
not eligible for an additional compliance period, Nasdaq’ s staff will provide written notification to us that our common
stock will be subject to delisting. In the event we receive notice that our common stock is being delisted, Nasdaq’ s rules
permit us to appeal the delisting determination by the Nasdaq staff to a hearings panel. We expect that our common
stock would remain listed pending the hearings panel’ s decision. However, there can be no assurance that, if we do
appeal the delisting determination by Nasdaq’ s staff to a hearings panel, that such appeal would be successful. We
intend to monitor the closing bid price of our common stock and may, if appropriate, consider available options to
regain compliance with the Minimum Bid Requirement. These options include, but are not limited to, effecting a reverse
stock split, if necessary, to attempt to regain compliance. However, there can be no assurance that we will be able to
regain compliance with the Minimum Bid Price Requirement or maintain compliance with other Nasdaq listing
requirements. Our continued failure to meet the Minimum Bid Price Requirement could result in our common stock
being delisted from Nasdaq. We and holders of our securities would be materially adversely impacted if our common
stock is delisted from Nasdaq. In particular: « we may be unable to raise capital on acceptable terms or at all; » we would
experience an event of default under the New Credit Facility, and our debt repayment obligations under the New Credit
Facility would be accelerated, which could also negatively impact our ability to continue as a going concern; ° the price
of our common stock would likely decrease as a result of the loss of market efficiencies associated with Nasdaq and the
loss of federal preemption of state securities laws; ¢ stockholders may be unable to sell or purchase shares of our
common stock when they wish to do so; * we may become subject to stockholder litigation; * we may lose the interest of
institutional investors in our common stock; * we may lose media and analyst coverage; * our common stock could be
considered a “ penny stock, ” which would likely limit the level of trading activity in the secondary market for our
common stock; and * we would likely lose any active trading market for our common stock, as it may only be traded on
one of the over the- counter markets, if at all . We do not expect to pay any cash dividends for the foreseeable future. We do
not anticipate that we will pay any cash dividends to holders of our common stock in the foreseeable future. Instead, we plan to




retain any earnings to maintain and expand our operations. In addition, our New Credit Facility contains terms and any future
debt financing arrangement may contain additional terms prohibiting or limiting the amount of dividends that may be declared
or paid on our common stock. Accordingly, investors must rely on sales of their common stock after price appreciation, which
may never occur, as the only way to realize any return on their investment. Provisions in our amended and restated certificate of
incorporation, as amended, our second amended and restated by- laws and Delaware law may have anti- takeover effects that
could discourage an acquisition of us by others, even if an acquisition would be beneficial to our stockholders, and may prevent
attempts by our stockholders to replace or remove our current management. Our amended and restated certificate of
incorporation, as amended, second amended and restated by- laws and Delaware law contain provisions that may have the effect
of discouraging, delaying or preventing a change in control of us or changes in our management that stockholders may consider
favorable, including transactions in which our stockholders might otherwise receive a premium for their shares. Our amended
and restated certificate of incorporation, as amended, and second amended and restated by- laws include provisions that:
authorize “ blank check ” preferred stock, which could be issued by our board of directors without stockholder approval and
may contain voting, liquidation, dividend and other rights superior to our common stock; ¢ create a classified board of directors
whose members serve staggered three- year terms; ¢ specify that special meetings of our stockholders can be called only by our
board of directors; ¢ prohibit stockholder action by written consent; ¢ establish an advance notice procedure for stockholder
approvals to be brought before an annual meeting of our stockholders, including proposed nominations of persons for election to
our board of directors; * provide that vacancies on our board of directors may be filled only by a majority of directors then in
office, even though less than a quorum; * provide that our directors may be removed only for cause; * specify that no
stockholder is permitted to cumulate votes at any election of directors; * expressly authorize our board of directors to have
discretion to modify, alter or repeal our second amended and restated by- laws; and ¢ require supermajority votes of the holders
of our common stock to amend specified provisions of our amended and restated certificate of incorporation, as amended, and
second amended and restated by- laws. In addition, because we are incorporated in the State of Delaware, we are governed by
the provisions of Section 203 of the General Corporation Law of the State of Delaware, or the DGCL, which prohibits a person
who owns in excess of 15 % of our outstanding voting stock from merging or combining with us for a period of three years after
the date of the transaction in which the person acquired in excess of 15 % of our outstanding voting stock, unless the merger or
combination is approved in a prescribed manner. Any provision of our amended and restated certificate of incorporation, as
amended, second amended and restated by- laws or Delaware law that has the effect of delaying or deterring a change in control
could limit the opportunity for our stockholders to receive a premium for their shares of our common stock, and could also
affect the price that some investors are willing to pay for our common stock. Our ability to use net operating losses and certain
tax credit carryforwards may be subject to certain limitations. For the years ended December 31, 2024, 2023 ;-and 2022 and
262+, we recorded no income tax benefit for the net operating losses, or NOLs, incurred in each year, due to the uncertainty of
realizing a benefit from those items. We have incurred NOLSs since our inception. At As-ef-December 31, 2623-2024 , we-have
the Company had federal and state NOEs—- NOL carryforwards of approximately $ 499-462 . 6-2 million and sfate—NGI:s—ef
approximately-$ 444-394 . 89 million , respectively . Of the $ 479-462 . 6-2 million of federal NOEs— NOL carryforwards , $
34-10 . +-6 million expire at various dates through 2037. The remaining $ 444-451 . 8-6 million of federal NOEs-—- NOL
carryforwards do not expire. The state NOEs-—- NOL wilt-carryforwards expire at various dates through 2643-2044 . At As-of
December 31, 26222024 , we-the Company had federal and state research and development tax credit carryforwards of
approximately $ 23-28 . 2 million and $ 6-7 . 8-2 million, respectively, which expire at various dates through 2643-2044 . Under
the Tax Act, federal NOLs incurred in 2018 and in future years may be carried forward indefinitely, but the deductibility of such
federal NOLs is limited. It is uncertain if and to what extent various states will conform to the Tax Act. In addition, under
Section 382 of the Internal Revenue Code, or the Code, and corresponding provisions of state law, if a corporation undergoes an
“ ownership change, ” which is generally defined as a greater than 50 % change, by value, in its equity ownership over a three-
year period, the corporation’ s ability to use its pre- change NOLs and other pre- change tax attributes to offset its post- change
income or taxes may be limited. We have determined that ownership changes have occurred since our inception and that certain
NOLs and research and development tax credit carryforwards will be subject to limitation. Future changes in our stock
ownership, some of which are outside of our control, could result in ownership changes under Section 382 of the Code further
limiting our ability to utilize our NOLs and research and development tax credit carryforwards. Our NOLs may also be impaired
under state law. Accordingly, we may not be able to utilize a material portion of our NOLs and research and development tax
credit carryforwards. Furthermore, our ability to utilize our NOLs and research and development tax credit carryforwards is
conditioned upon our attaining profitability and generating U. S. federal taxable income. We have incurred net losses since our
inception and anticipate that we will continue to incur significant losses for at least the next several years; thus, we do not know
when we will generate the U. S. federal taxable income necessary to utilize our NOLs. We have recorded a full valuation
allowance related to our NOLs and other deferred tax assets due to the uncertainty of the ultimate realization of the future
benefits of those assets. Changes in tax laws or in their implementation or interpretation may adversely affect our business and
financial condition. Changes in tax law may adversely affect our business or financial condition. The Tax Act, as amended by
the CARES Act, significantly revised the Code. The Tax Act, among other things, contains significant changes to corporate
taxation, including the reduction of the corporate tax rate from a top marginal rate of 35 % to a flat rate of 21 % and the
limitation of the deduction for NOLs to 80 % of current year taxable income for losses arising in taxable years beginning after
December 31, 2017, though any such NOLs may be carried forward indefinitely. In addition, beginning in 2022, the Tax Act
eliminates the option to deduct research and development expenditures currently and requires corporations to capitalize and
amortize them over five years or 15 years in the case of expenditures attributable to foreign research. In addition to the CARES
Act, as part of Congress’ response to the COVID- 19 pandemic, economic relief legislation was enacted in 2020 and 2021
containing tax provisions. The IRA, which was signed into law in August 2022, also introduced new tax provisions, including a



one percent excise tax imposed on certain stock repurchases by publicly traded corporations. The one percent excise tax
generally applies to any acquisition of stock by the publicly traded corporation (or certain of its affiliates) from a stockholder of
the corporation in exchange for money or other property (other than stock of the corporation itself), subject to a de minimis
exception. Thus, the excise tax could apply to certain transactions that are not traditional stock repurchases. Regulatory
guidance under the Tax Act, the IRA, and additional legislation is and continues to be forthcoming, and such guidance could
ultimately increase or lessen their impact on our business and financial condition. In addition, it is uncertain if and to what extent
various states will conform to the Tax Act, the IRA, and additional tax legislation. Our amended and restated certificate of
incorporation, as amended, designates the state or federal courts within the State of Delaware as the exclusive forum for certain
types of actions and proceedings that may be initiated by our stockholders, which could limit our stockholders’ ability to obtain
a favorable judicial forum for disputes with us or our directors, officers or employees. Our amended and restated certificate of
incorporation, as amended, provides that, subject to limited exceptions, the Court of Chancery of the State of Delaware will be
the exclusive forum for (1) any derivative action or proceeding brought on our behalf, (2) any action asserting a claim of breach
of a fiduciary duty owed by any of our directors, officers or other employees to us or our stockholders, (3) any action asserting a
claim against us arising pursuant to any provision of the DGCL, our amended and restated certificate of incorporation, as
amended, or our second amended and restated by- laws, (4) any action to interpret, apply, enforce or determine the validity of
our amended and restated certificate of incorporation, as amended, or second amended and restated by- laws or (5) any other
action asserting a claim against us that is governed by the internal affairs doctrine, in each case subject to the Court of Chancery
having personal jurisdiction over the indispensable parties named as defendants therein. Any person or entity that purchases or
otherwise acquires any interest in shares of our capital stock shall be deemed to have notice of and to have consented to the
provisions of our amended and restated certificate of incorporation, as amended, described above. This choice of forum
provision may limit a stockholder’ s ability to bring a claim in a judicial forum that it finds favorable for disputes with us or our
directors, officers or other employees, which may discourage such lawsuits against us and our directors, officers and employees.
Alternatively, if a court were to find these provisions of our amended and restated certificate of incorporation inapplicable to, or
unenforceable in respect of, one or more of the specified types of actions or proceedings, we may incur additional costs
associated with resolving such matters in other jurisdictions, which could adversely affect our business and financial condition.
This exclusive forum provision would not apply to suits brought to enforce a duty or liability created by the Securities Exchange
Act of 1934, as amended, which provides for exclusive jurisdiction of the federal courts. It could apply, however, to a suit that
falls within one or more of the categories enumerated in the exclusive forum provision and asserts claims under the Securities
Act of 1933, as amended, or the Securities Act, inasmuch as Section 22 of the Securities Act creates concurrent jurisdiction for
federal and state courts over all suits brought to enforce any duty or liability created by the Securities Act or the rules and
regulations thereunder, provided, that with respect to claims under the Securities Act, our stockholders will not be deemed to
have waived our compliance with the federal securities laws and the rules and regulations thereunder. If securities analysts do
not publish research or reports about our business or if they publish negative evaluations of our stock, the price of our stock and
trading volume could decline. The trading market for our common stock depends, in part, on the research and reports that
industry or financial analysts publish about us or our business. If one or more of the analysts covering our business downgrade
their evaluations of our stock, the price of our stock could decline. If one or more of these analysts cease to cover our stock or
fail to regularly publish reports on us, we could lose visibility in the market for our stock, which in turn could cause our stock
price to decline. A portion of our total outstanding shares may be sold into the market in the near future, which could cause the
market price of our common stock to decline significantly, even if our business is doing well. Sales of a significant number of
shares of our common stock in the public market could occur at any time. These sales, or the perception in the market that the
holders of a large number of shares of common stock intend to sell shares, could reduce the market price of our common stock.
Our daily trading volume has historically fluctuated significantly for reasons not apparently related to any actions or
public disclosures by us or to any sales of common stock by our directors or our employees. We have registered
substantially all shares of common stock that we may issue under our equity compensation plans. These shares can be freely
sold in the public market upon issuance and once vested, subject to volume limitations applicable to affiliates. If any of these
additional shares are sold, or if it is perceived that they will be sold, in the public market, the market price of our common stock
could decline. General Risk Factors We are a *“ smaller reporting company ” within the meaning of the Securities Exchange Act
of $933-1934 , as amended, and if we decide to take advantage of certain exemptions from various reporting requirements
applicable to smaller reporting companies, our common stock could be less attractive to investors. For so long as we qualify as a
“ smaller reporting company, ” we will have the option to take advantage of certain exemptions from various reporting and
other requirements that are applicable to other public companies that are not “ smaller reporting companies, ” including but not
limited to reduced disclosure obligations regarding executive compensation in our periodic reports and proxy statements and
later effective dates for compliance with certain new disclosure obligations. In addition, for as long as we are deemed neither a
large accelerated filer nor accelerated filer, we will continue to use the exemption from compliance with the auditor attestation
requirements of Section 404 of the Sarbanes- Oxley Act of 2002, as amended, or the Sarbanes- Oxley Act. We will remain a
smaller reporting company if we have either (i) a public float of less than $ 250 million held by non- affiliates as of the last
business day of the second quarter of our then- current fiscal year or (ii) annual revenues of less than $ 100 million during such
recently completed fiscal year with less than $ 700 million in public float as of the last business day of the second quarter of
such fiscal year. In the event we are eligible to and do rely on the exemptions available to smaller reporting companies, we
cannot predict if investors will find our common stock less attractive because we may or do rely on these exemptions. If some
investors find our common stock less attractive as a result, there may be a less active trading market for our common stock and
our stock price may be more volatile. Unfavorable global economic or geopolitical conditions could adversely affect our
business, financial condition or results of operations. Our results of operations could be adversely affected by general conditions



in the global economy, geopolitical considerations and global financial market conditions, including changes in inflation,
interest rates and overall economic conditions and uncertainties. For example, the global financial crisis caused extreme
volatility and disruptions in the capital and credit markets. We cannot assure stockholders that deterioration of the global credit
and financial markets would not negatively impact our stock price, our current portfolio of cash equivalents or investments, or
our ability to meet our financing objectives. If the current equity and credit markets deteriorate, it may make any necessary debt
or equity financing more difficult, more costly, and more dilutive. Failure to secure any necessary financing in a timely manner
and on favorable terms could have a material adverse effect on our growth strategy, financial performance and stock price and
could require us to delay or abandon clinical development plans. A weak or declining economy ;-could also strain our suppliers
and vendors involved in our clinical development activities. Additionally, the ongoing conflict between Russia and Ukraine that
began in February 2022 and the global response, including the imposition of sanctions by the United States and other countries,
as well as the war-betweenIstael-and-Hamas-ongoing conflict in the Middle East , could create or exacerbate risks facing our
business. We have evaluated our operations, vendor contracts and clinical trial arrangements, and at present we do not expect
these conflicts to directly have a materially adverse effect on our financial condition or results of operations. However, if these
hostilities persist, escalate or expand, other risks we have identified in this report may be exacerbated. For example, if our
supply arrangements or clinical sites are disrupted due to expanded sanctions or involvement of countries where we have
operations or relationships, our business could be materially disrupted. Further, the use of state- sponsored cyberattacks could
expand as part of the conflicts, which could adversely affect our ability to maintain or enhance our cyber security and data
protection measures. Any of the foregoing could harm our business, and we cannot anticipate all of the ways in which the
current economic and geopolitical climate and financial market conditions could adversely impact our business. Failure to
maintain effective internal control over financial reporting and disclosure controls and procedures could harm our business and
negatively impact investor confidence in our company and the value of our common stock. Effective internal control over
financial reporting is necessary for us to provide reliable financial reports and, together with adequate disclosure controls and
procedures, are designed to prevent fraud. Any failure to implement required new or improved controls, or difficulties
encountered in their implementation could cause us to fail to meet our reporting obligations. In addition, any testing by us
conducted in connection with Section 404 of the Sarbanes- Oxley Act, or any subsequent testing by our independent registered
public accounting firm, may reveal deficiencies in our internal control over financial reporting that are deemed to be material
weaknesses or that may require prospective or retroactive changes to our financial statements, or may identify other areas for
further attention or improvement. Inferior internal controls could also cause investors to lose confidence in our reported
financial information, which could have a negative effect on the trading price of our stock. We are required to disclose changes
made in our internal controls and procedures on a quarterly basis, and our management is required to assess the effectiveness of
these controls annually. However, for as long as we are smaller reporting company, our independent registered public
accounting firm will not be required to attest to the effectiveness of our internal control over financial reporting pursuant to
Section 404 of the Sarbanes- Oxley Act. There can be no assurance that our efforts to maintain or improve our control processes
will ultimately be successful or avoid potential future material weaknesses. We implemented the Restructuring in 2023, which
resulted, in some instances, to-in different employees performing internal control activities than those who have previously
performed those activities. A changing operating environment increases the risk that our system of internal controls is not
designed effectively or that internal control activities will not occur as designed. The Restructuring and any further departures of
accounting or finance function employees or consultants, or of individuals in other business areas responsible for overseeing key
internal controls, may increase the likelihood of future internal controls deficiencies. If we are unable to successfully remediate
any future material weaknesses in our internal control over financial reporting, or if we identify any additional material
weaknesses, the accuracy and timing of our financial reporting may be adversely affected, we may be unable to maintain
compliance with securities law requirements regarding timely filing of periodic reports in addition to applicable stock exchange
listing requirements, investors may lose confidence in our financial reporting, and our stock price may decline as a result. We
also could become subject to investigations by Nasdaq, the SEC or other regulatory authorities, which could harm our reputation
and our financial condition, or divert financial and management resources from our core business. We, or the third parties upon
whom we depend, may be adversely affected by serious disasters. Any unplanned event, such as a flood, fire, explosion,
earthquake, extreme weather condition, medical epidemic, power shortage, telecommunication failure or other natural or
human- made accident or incident that results in us being unable to fully use our facilities, or the facilities of third parties with
which we contract, may have a material and adverse effect on our ability to operate our business and may have significant
negative consequences on our financial and operating conditions. Loss of access to these facilities or operations may result in
increased costs, delays in the development of our current or future product candidates or the interruption of our business
operations for a substantial period of time. There can be no assurance that the amounts of insurance that we maintain will be
sufficient to satisfy any damages and losses in the event a serious disaster or similar event occurs. If our facilities, or the
manufacturing facilities of our third- party contract manufacturers, are unable to operate because of an accident or incident or for
any other reason, even for a short period of time, any or all of our research and development programs and commercialization
efforts may be harmed.



