Risk Factors Comparison 2025-03-28 to 2024-03-22 Form: 10-K

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































Rge han-tha approvalTttem skFaetorsThe followmg 1nf0rmat10n sets forth risk factors
that could cause our actual results to differ materlally from those contalned in forward- looking statements we have made in this
report and those we may make from time to time. You should carefully consider the risks described below, in addition to the
other information contained in this report and our other public filings, before making an investment decision. Our business,
financial condition or results of operations could be harmed by any of these risks. The risks and uncertainties described below
are not the only ones we face. Additional risks not presently known to us or other factors not perceived by us to present
significant risks to our business at this time also may impair our business operations. +6Risks—- Beeause-Inherent in Drug
Development and CommercializationBecause results of preclinical studies and early clinical trials are not necessarily
predictive of future results,any product candidate we advance may not have favorable results in later clinical trials or receive
regulatory approval.Moreover,interim,* top- line,” and preliminary data from our clinical trials that we announce or publish may
change,or the perceived product profile may be negatively impacted,as more patient data or additional endpoints (including
efficacy and safety) are analyzed.Pharmaceutical development has inherent risks.The outcome of preclinical development
testing and early clinical trials may not be predictive of the outcome of later clinical trials,and interim results of a clinical trial do
not necessarily predict final results.Moreover,preclinical and clinical data are often susceptible to varying interpretations and
analyses,and many companies that have believed their product candidates performed satisfactorily in preclinical studies and
clinical trials have nonetheless failed to obtain marketing approval of their product candidates.Once a product candidate has
displayed sufficient preclinical data to warrant clinical investigation,we will be required to demonstrate through adequate and
well- controlled clinical trials that our product candidates are effective with a favorable benefit- risk profile for use in
populations for their target indications before we can seek regulatory approvals for their commercial sale.Many drug candidates
fail in the early stages of clinical development for safety and tolerability issues or for insufficient clinical activity,despite
promising preclinical results. Accordingly,no assurance can be made that a safe and effective dose can be found for these
compounds or that they will ever enter into advanced clinical trials alone or in combination with other product
candidates.Moreover,success in early clinical trials does not mean that later clinical trials will be successful because product
candidates in later- stage clinical trials may fail to demonstrate sufficient safety or efficacy despite having progressed through
initial clinical testing.Companies frequently experience significant setbacks in advanced clinical trials,even after earlier clinical
trials have shown promising results. There is an extremely high rate of failure of pharmaceutical candidates proceeding through
clinical trials.Individually reported outcomes of patients treated in clinical trials may not be representative of the entire
population of treated patients in such studies.In addition,registration trials or larger scale Phase 3 studies,which are often
conducted internationally,are inherently subject to increased operational risks compared to earlier stage studies,including the
risk that the results could vary on a region to region es-220r country to country basis,which could materially adversely affect the
outcome of the study or the opinion of the validity of the study results by applicable regulatory agencies.From time to time,we
may publicly disclose top- line or preliminary data from our clinical trials,which is based on a preliminary analysis of then
available data,and the results and related findings and conclusions are subject to change following a more comprehensive review
of the data related to the particular study or trial. We also make assumptions,estimations,calculations and conclusions as part of
our analyses of such data,and we may not have received or had the opportunity to fully and carefully evaluate all data from the
particular study or trial,including all endpoints and safety data.As a result,top- line or preliminary results that we report may
differ from future results of the same studies,or different conclusions or considerations may qualify such results,once additional
data have been received and fully evaluated. Top- line or preliminary data also remain subject to audit and verification
procedures that may result in the final data being materially different from the top- line,interim,or preliminary data we
previously published. When providing top- line results,we may disclose the primary endpoint of a study before all secondary
endpoints have been fully analyzed.A positive primary endpoint does not translate to all,or any,secondary endpoints being
met.As a result,top- line and preliminary data should be viewed with caution until the final data are available,including data
from the full safety analysis and the final analysis of all endpoints.Further,from time to time,we may also disclose interim data
from our preclinical studies and clinical trials.Interim data from clinical trials that we may complete are subject to the risk that
one or more of the clinical outcomes may materially change as patient enrollment continues and more patient data become
available.For example,many of the results reported in our early clinical trials rely on local investigator- assessed efficacy
outcomes which may be subject to greater variability or subjectivity than results assessed in a blinded,independent,centrally
reviewed manner,often required of final or later phase,adequate and well- controlled registration- directed clinical trials.If the
results from our registration- directed trials are different from the results found in the earlier studies,we may need to terminate or
revise our clinical development plan,which could extend the time for conducting our development program and could have a
material adverse effect on our business.Also,time- to- event based endpoints such as duration of response and progression- free
survival have the potential to change,sometimes drastically,with longer follow- up.In addition,as patients continue on
therapy,there can be no assurance given that the final safety data from studies,once fully analyzed,will be consistent with prior
safety data presented,will be differentiated from other similar agents in the same class,will support continued development,or
will be favorable enough to support regulatory approvals for the indications studied.Further,others,including regulatory
agencies,may not accept or agree with our assumptions,estimates,calculations,conclusions or analyses or may interpret or weigh
the importance of data differently,which could impact the value of the particular program,the approvability or
commercialization of the particular product candidate or product and our company in general. The information we choose to



publicly disclose regarding a particular study or clinical trial is based on what is typically extensive information,and regulators
or others may not agree with what we determine is material or otherwise appropriate information to include in our disclosure.If
the interim,top- line or preliminary data that we report differ from final results,or if others,including regulatory
authorities,disagree with the conclusions reached,our ability to obtain approval for,or successfully commercialize, market-and
seH-our product candidates may be harmed,which could harm our business,operating results,prospects or financial
condition.Delays in clinical testing could result in increased costs to us and delay our ability to generate revenue.Although we
are conducting and planning for certain clinical trials relating to our product candidates,there can be no assurance that the

FDA ,or any comparable foreign regulatory authority,will accept our proposed trial designs. We may experience delays in our
clinical trials and we do not know whether current or planned clinical trials will begin on time,need to be redesigned,enroll
patients on time or be completed on schedule,if at all.Clinical trials can be delayed for a variety of reasons,including delays
related to:e obtaining regulatory approval to commence a trial;® reaching agreement on acceptable terms with prospective
contract research organizations (“ CROs ”),and clinical trial sites,the terms of which can be subject to extensive negotiation and
may vary significantly among different CROs and trial sites;® obtaining institutional review board (‘' IRB ”),or ethics
committee,as applicable,approval at each site;® recruiting a sufficient number of suitable patients to participate in a trial;®
clinical sites deviating from trial protocol or dropping out of a trial;® having patients complete a trial or return for post-
treatment follow- up;e developing and validating companion diagnostics on a timely basis,if required;® obtaining resolution for
any clinical holds that arise from the FDA or any comparable foreign regulatory authority;e® adding new clinical trial sites;or @
availability of raw materials or manufacturing sufficient quantities of product candidate for use in clinical trials. We-23We could
encounter delays if a clinical trial is suspended or terminated by us,by the IRBs or ethics committees of the institutions in which
such trials are being conducted,by the Data Safety Monitoring Board monitoring such trial or by the FDA or other regulatory
authorities.Such authorities may impose such a suspension or termination due to a number of factors,including failure to conduct
the clinical trial in accordance with regulatory requirements or our clinical protocols,inspection of the clinical trial operations or
trial site by the FDA or other regulatory authorities resulting in the imposition of a clinical hold,unforeseen safety issues or
adverse side effects,failure to demonstrate a benefit from using a drug candidate,changes in governmental regulations or
administrative actions or lack of adequate funding to continue the clinical trial. +8H-If we experience delays in the completion
of,or termination of,any clinical trial of our product candidates,the commercial prospects of our product candidates will be
harmed,and our ability to generate product revenues from any of these product candidates will be delayed,or such revenues may
not be generated at all.In addition,any delays in completing our clinical trials will increase our costs,slow down our product
candidate development and approval process and jeopardize our ability to commence product sales and generate revenues.Any
of these occurrences may harm our business,financial condition and prospects significantly.In addition,many of the factors that
cause,or lead to,a delay in the commencement or completion of clinical trials may also ultimately lead to the denial of
regulatory approval of our product candidates.Difficulties in the enrollment of patients in clinical trials may prevent or delay
receipt of necessary regulatory approvals.Patient enrollment,a significant factor in the timing of clinical trials,is affected by
many factors including the size and nature of the patient population,the proximity of patients to clinical sites,the eligibility
criteria for the trial,the design of the clinical trial,competing clinical trials and clinicians’ and patients’ perceptions as to the
potential advantages 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. Furthermore,we intend to rely on CROs and clinical trial sites to ensure the
proper and timely conduct of our clinical trials and we intend to have agreements governing their committed
activities,however,we will have limited influence over their actual performance.We may not be able to initiate or continue
clinical trials for one or more of our product candidates if we are unable to locate and enroll a sufficient number of eligible
patients to participate in these trials as required by the FDA or similar regulatory authorities outside the United States.Some of
our competitors have ongoing clinical trials for product candidates that treat the same indications that we are targeting for our
product candidates,and patients who would otherwise be eligible for our clinical trials may instead enroll in clinical trials of our
competitors’ product candidates.Available therapies for the indications we are pursuing can also affect enrollment in our clinical
trials.Patient enrollment is affected by other factors including:e the severity of the disease under investigation;e the eligibility
criteria for the study in question;e® the perceived risks and benefits of the product candidate under study;e the efforts to facilitate
timely enrollment in clinical trials;® the patient referral practices of physicians;e the number of clinical trials sponsored by
other companies for the same patient population;e the ability to monitor patients adequately during and after treatment;and
the proximity and availability of clinical trial sites for prospective patients.Our inability to enroll a sufficient number of patients
for our clinical trials would result in significant delays and could require us to abandon one or more clinical trials
altogether.Enrollment delays in our clinical trials may result in increased development costs for our product candidates or future
product candidates,which would cause the value of our company to decline and limit our ability to obtain additional financing.
19We-Russian military action in Europe may impact foreign countries in which we enrolled patients in our clinical
trials.In February 2022,Russia commenced a military invasion of Ukraine.Russia’ s invasion and the ensuing response
by Ukraine may prevent the FDA from auditing our five clinical sites that enrolled a total of 17 patients in these
countries during its review of our BLA for cosibelimab.If we are delayed or not able to obtain regulatory approval,our
business may be adversely affected.24We may not receive regulatory approval for our product candidates,or their approval
may be delayed,which would have a material adverse effect on our business and financial condition. OQur UNEOXCY¥Feour
pipeline-product candidates and the activities associated with their development and commercialization,including their
design,testing,manufacture,safety,efficacy,recordkeeping,labeling,storage,approval,advertising,promotion,sale and
distribution,are subject to comprehensive regulation by the FDA by other regulatory agencies in the United States,by the
European Medicines Agency and by comparable foreign regulatory authorities outside the United States.Failure to obtain
marketing approval for one or more of our product candidates or any future product candidate will prevent us from



commercializing the product candidate. Bestdes-BNEOXEYT;we-We have not received approval to market any of our
product candidates from regulatory authorities in any jurisdiction.We have only limited experience in filing and supporting
the applications necessary to gain marketing approvals and expect to rely on third- party CROs and other third- party vendors to
assist us in this process.Securing marketing approval requires the submission of extensive preclinical and clinical data and
supporting information to regulatory authorities for each therapeutic indication to establish the product candidate’ s safety and
efficacy.Securing marketing approval also requires the submission of information about the product manufacturing process
to,and inspection of manufacturing facilities by,regulatory authorities. One BNEOXE¥For-onte-or more of our product
candidates or any future product candidate may not be effective,may be only moderately effective or may prove to have
undesirable or unintended side effects,toxicities or other characteristics that may preclude our obtaining marketing approval or
prevent or limit commercial use.If any of our product candidates or any future product candidate receives marketing approval,the
accompanying label may limit the approved use of our drug by severity of disease,patient group,or include
contraindications,interactions,or warnings,which could limit sales of the product.The process of obtaining marketing
approval,both in the United States and abroad,is expensive,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.Changes in marketing approval policies during the development period,changes in available therapies and standards of
care,changes in or the enactment of additional statutes or regulations,or changes in regulatory review for each submitted product
application,may cause delays in the approval or rejection of an application.Regulatory authorities have substantial discretion in
the approval process and may refuse to accept any application or may decide that our study design,including the control arm
used in our study,or data are insufficient for approval and require additional preclinical studies or clinical trials.In
addition,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 ;steh-as-with- UINEOXE¥T;-may be limited or
subject to restrictions or post- approval commitments that render the approved product not commercially viable.Under the FDA’
s accelerated approval regulations,which only apply to certain drug products,the FDA may grant marketing approval for a new
drug product on the basis of adequate and well- controlled clinical trials establishing that the drug product has an effect on a
surrogate endpoint that is reasonably likely,based on epidemiologic,therapeutic,pathophysiologic,or other evidence,to predict
clinical benefit or on the basis of an effect on a clinical endpoint other than survival or irreversible morbidity. While we may
undertake development programs for one or more of our product candidates that we believe,if successful,could support a
submission for marketing approval under the accelerated approval regulations,we may ultimately fail to meet the criteria to do
so,which may cause delays in the approval or rejection of an application.If we experience delays in obtaining approval or if we
fail to obtain approval of one or more of our product candidates or any future product candidate,the commercial prospects for our
product candidates may be harmed and our ability to generate revenue will be materially impaired.In addition,even if we were to
obtain approval, sueh-as-with- ONEOXCSY¥Fregulatory authorities may approve any of our product candidates or any future
product candidate for fewer or more limited indications than we request,may not approve the price we intend to charge for our
products,may grant approval contingent on the performance of costly post- marketing studies,including clinical trials,or may
approve a product candidate with a label that does not include the labeling claims necessary or desirable for the successful
commercialization of that product candidate. The regulatory authority may also require the label to contain
warnings,contraindications,or precautions that limit the commercialization of that product.Any of these scenarios could
compromise the commercial prospects for BINEOXEY¥TF;er-one or more of our product candidates or any future product
candidate. 26H-25If serious adverse or unacceptable side effects are identified during the development of one or more of our
product candidates or any future product candidate,we may need to abandon or limit our development of some of our product
candidates.If one or more of our product candidates or any future product candidate are associated with undesirable side effects
or adverse events in clinical trials or have characteristics that are unexpected,we may need to abandon their development or limit
development to more narrow uses or subpopulations in which the adverse events,undesirable side effects or other characteristics
are less prevalent,less severe or more acceptable from a risk- benefit perspective.In our industry,many compounds that initially
showed promise in early- stage testing have later been found to cause serious adverse events that prevented further development
of the compound.In the event that our clinical trials reveal a high or unacceptable severity and prevalence of adverse events,our
trials could be suspended or terminated and the FDA or comparable foreign regulatory authorities could order us to cease further
development or deny approval of one or more of our product candidates or any future product candidate for any or all targeted
indications.The FDA could also issue a letter requesting additional data or information prior to making a final decision
regarding whether to approve a product candidate. The number of requests for additional data or information issued by the FDA
in recent years has increased and resulted in substantial delays in the approval of several new drugs.Adverse events or
undesirable side effects caused by one or more of our product candidates or any future product candidate could also result in the
inclusion of unfavorable information in our product labeling,denial of regulatory approval by the FDA or other regulatory
authorities for any or all targeted indications,and in turn prevent us from commercializing and generating revenues from the sale
of that product candidate.Adverse events or drug- related side effects could affect patient recruitment or the ability of enrolled
patients to complete the trial and could result in potential product liability claims.Additionally,if one or more of our product
candidates or any future product candidate receives marketing approval and we or others later identify undesirable side effects
caused by this product,a number of potentially significant negative consequences could result,including: e regulatory authorities
may require the addition of unfavorable labeling statements,including specific warnings,black box warnings,adverse
reactions,precautions,and / or contraindications;e regulatory authorities may suspend or withdraw their approval of the
product,and / or require it to be removed from the market;® we may be required to change the way the product is
administered,conduct additional clinical trials or change the labeling of the product;or @ our reputation may suffer.Any of these
events could prevent us from achieving or maintaining market acceptance of BNEOXE¥F-any of our product candidates or any



future product candidate or could substantially increase our commercialization costs and expenses,which in turn could delay or
prevent us from generating significant revenues,or any revenues,from its sale. 2Hruablie--- Public concern regarding the safety of
drug products could delay or limit our ability to obtain regulatory approval,result in the inclusion of unfavorable information in
our labeling,or require us to undertake other activities that may entail additional costs.In light of widely publicized events
concerning the safety risk of certain drug products,the FDA,members of Congress,the Government Accountability
Office,medical professionals and the general public have raised concerns about potential drug safety issues.These events have
resulted in the withdrawal of drug products,revisions to drug labeling that further limit use of the drug products and the
establishment of risk management programs.The Food and Drug Administration Amendments Act of 2007 (“ FDAAA ”),grants
significant expanded authority to the FDA,much of which is aimed at improving the safety of drug products before and after
approval.In particular,the new law authorizes the FDA to,among other things,require post- approval studies and clinical
trials,mandate changes to drug labeling to reflect new safety information and require risk evaluation and mitigation strategies for
certain drugs,including certain currently approved drugs.It also significantly expands the federal government’ s clinical trial
registry and results databank,which we expect will result in significantly increased government oversight of clinical trials.Under
the FDAAA,companies that violate these and other provisions of the new law are subject to substantial civil monetary
penalties,among other regulatory,civil and criminal penalties.The increased attention to drug safety issues may result in a more
cautious approach by the FDA in its review of data from our clinical trials.Data from clinical trials may receive greater
scrutiny,particularly with respect to safety,which may make the FDA or other regulatory authorities more likely to require
additional preclinical studies or clinical trials.If the FDA requires us to conduct additional preclinical studies or clinical trials
prior to approving any of our product candidates,our ability to obtain approval of this product candidate will be delayed.If the
FDA requires us to provide additional clinical or preclinical data following the approval of BANEGXE¥F-er-any of our product
candidates,the indications for which this product candidate is approved may be limited or there may be specific warnings or
limitations on dosing,and our efforts to commercialize BINEOXE¥TF-or-our product candidates may be otherwise adversely
impacted. Evenr26Even if one or more of our product candidates receives regulatory approval ;steh-as-HNEOXEYF- it and any
other products we may market wrll remain subj ect to substantral regulatory scrutrny If we-are-unable-to-maintain-eurrent

: have-onc or more of our product candldates

; hat-we may license or
acquire is —1-f—approved the approved product candldate will be subj ect to ongorng requirements and review by the FDA and
other regulatory authorities. These requirements include labeling,packaging,storage,advertising,promotion,record- keeping and
submission of safety and other post- market information and reports,registration and listing requirements,cGMP 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 of the drug,and requirements
regarding company presentations and interactions with health care professionals.The FDA,or other regulatory authorities,may
also impose requirements for costly post- marketing studies or clinical trials and surveillance to monitor the safety or efficacy of
the product.The FDA and other applicable regulatory authorities closely regulate the post- approval marketing and promotion of
drugs to ensure drugs are marketed only for the approved indications and in accordance with the provisions of the approved
labeling. The FDA and other applicable regulatory authorities impose stringent restrictions on manufacturers’ communications
regarding off- label use and if we do not market HINEOXE¥F-or-our products for only their approved indications,we may be
subject to enforcement action for off- label marketing.Violations of the Federal Food,Drug and Cosmetic Act relating to the
promotion of prescription drugs may lead to investigations,civil claims,and / or criminal charges alleging violations of federal
and state health care fraud and abuse laws,as well as state consumer protection laws.In addition,later discovery of previously
unknown adverse events or other problems with BNEGXE¥T-our products,manufacturers or manufacturing processes,or
failure to comply with regulatory requirements,may yield various results,including:e restrictions on such
products,operations,manufacturers or manufacturing processes;® restrictions on the labeling or marketing of a product e
BNEOXEYT-; @ restrictions on HNEOXE¥F-or-otherproduct distribution or use;® requirements to conduct post- marketing
studies or clinical trials;® warning letters,untitled letters,import alerts,and / or inspection observations;® withdrawal of
BNEOXEYTF-erother—- the products from the market;® refusal to approve pending applications or supplements to approved
applications that we submit; 22-e recall of BNEOXE¥F-erotherproducts;e fines,restitution or disgorgement of profits;e
suspension or withdrawal of marketing or regulatory approvals;e suspension of any ongoing clinical trials;e refusal to permit
the import or export of BNEOXEYF-or-our products; e Seizare-of UNEOXCYT-or-otherproduets-— product seizure ;or ©
injunctions,consent decrees,and / or the imposition of civil or criminal penalties.The FDA’ s policies,or the policies of other
applicable regulatory authorities,may change and additional government regulations may be enacted that could prevent,limit or
delay regulatory approval of our product candidates,or negatively affect BNEOXE¥F-and-those products for which we may
have already received regulatory approval,if any.If we are slow or unable to adapt to changes in existing requirements or the
adoption of new requirements or policies,or if we are not able to maintain regulatory compliance,we may be subject to the
various actions hsted abov 1nclud1ng losrng any marketmg approval that we may have obtarned Appfeva-l—e—f—UN-]:@X@XEf—ef




y subjeetus-to-s ; sks-ane Attes: Regulatory approval by the F DA or any srmllar regulatory
authormes 0uts1de the Unlted States,is limited to those specific indications and conditions for which clinical safety and efficacy
have been demonstrated. Any regulatory approval is limited to those indications for use for which a product is deemed to be safe
and effective by the FDA or other similar regulatory authorities outside the United States.In addition to the regulatory approval
required for new drug products,new formulations or new or additional indications for use for an already approved product also
require regulatory approval.If we are not able to obtain regulatory approval for any desired future indications for our
products,our ability to effectively market and sell our products may be prevented or reduced,and our business may be adversely
affected. White-27While physicians may choose to prescribe drugs for uses that are not described in the product’ s labeling and
for uses that differ from those tested in clinical studies and approved by the regulatory authorities,our ability to promote
BNBEOXCEYF-orotherproducts is limited to those indications that are specifically approved by the FDA,or similar regulatory
authorities outside the United States.These “ off- label ” uses are common across medical specialties and may constitute an
appropriate treatment for some patients in certain circumstances.Regulatory authorities in the U.S.generally do not regulate the
practice of medicine or behavior of physicians in their choice of treatments.Regulatory authorities do,however,restrict promotion
by pharmaceutical companies on the subject of off- label use.If our promotional activities fail to comply with these regulations
or guidelines,we may be subject to warnings from,or enforcement action by,these authorities.In addition,our failure to follow
FDA,or any applicable foreign regulatory authority,rules and guidelines relating to promotion and advertising may cause the
FDA,or such applicable foreign regulatory authority,to suspend or withdraw an BMNEGXEYFeranether-approved product from
the market,require a recall or institute fines or penalties,or could result in disgorgement of money,operating
restrictions,injunctions or criminal prosecution,any of which could harm our business. 23We-We will need to obtain FDA
approval of any proposed product brand names,and any failure or delay associated with such approval may adversely impact our
business.A pharmaceutical product cannot be marketed in the U.S.or other countries until we have completed a rigorous and
extensive regulatory review process,including approval of a brand name.Any brand names we intend to use for our product
candidates will require approval from the FDA shlee-with- BNEOXE¥TFregardless of whether we have secured a formal
trademark registration from the United States Patent and Trademark Office (“ USPTO ”).The FDA typically conducts a review
of proposed product brand names,including an evaluation of the potential for confusion with other product names.The FDA may
also object to a product brand name if it believes the name inappropriately implies medical claims.If the FDA objects to any of
our proposed product brand names,we may be required to adopt an alternative brand name for our product candidates.If we
adopt an alternative brand name,we would lose the benefit of our existing trademark applications for such product candidate and
may be required to expend significant additional resources in an effort to identify a suitable product brand name that would
qualify under applicable trademark laws,not infringe the existing rights of third parties and be acceptable to the FDA.We may be
unable to build a successful brand identity for a new trademark in a timely manner or at all,which would limit our ability to
commercialize our product candidates.If our competitors develop treatments for any of our product candidates’ target indications
and those competitor products are approved more quickly,marketed more successfully or demonstrated to be more effective,the
commercial opportunity for BINEOXEYT5-our product eandidates-— candidate ;-will be reduced or eliminated. The
biotechnology and pharmaceutical industries are subject to rapid and intense technological change.We face,and will continue to
face,competition in the development and marketing of BMNEOXEYFand-our product candidates from academic
institutions,government agencies,research institutions and biotechnology and pharmaceutical companies.There can be no
assurance that developments by others will not render BMNEOXE¥F-er-one or more of our product candidates obsolete or
noncompetitive.Furthermore,new developments,including the development of other drug technologies and methods of
preventing the incidence of disease,occur in the pharmaceutical industry at a rapid pace.These developments may render
BMNEOXEYF-er-one or more of our product candidates obsolete or noncompetitive.Competitors may seek to develop alternative
formulations that do not directly infringe on our in- licensed patent rights.The commercial opportunity for BNEOXE¥F-er-one
or more of our product candidates could be significantly harmed if competitors are able to develop alternative formulations
outside the scope of our in- licensed patents.Compared to us,many of our potential competitors have substantially greater:®
capital resources;® development resources,including personnel and technology;e clinical trial experience;® regulatory
experience;® expertise in prosecution of intellectual property rights;and e manufacturing,distributing and sales and marketing
experience.As a result of these factors,our competitors may obtain regulatory approval of their products more rapidly than we
are able to or may obtain patent protection or other intellectual property rights that limit our ability to develop or commercialize
BMNEOXEYF-er-one or more of our product candidates.Our competitors may also develop drugs that are more
effective,safe,useful and less costly than ours and may be more successful than us in manufacturing and marketing their
products.Smaller or early- stage companies may also prove to be significant competitors,particularly through collaborative
arrangements with large and established companies.We will also face competition from these-28these third parties in
establishing clinical trial sites,in patient registration for clinical trials,and in identifying and in- licensing new product
candidates. 24Fuarther-- Further ,generic therapies are typically sold at lower prices than branded therapies and are generally
preferred by hospital formularies and managed care providers of health services.We anticipate that ENEOXE¥Fand-our



produet-eandidates-,if approved, our product candidates will face increasing competition in the form of generic versions of
branded products of competitors,including those that have lost or will lose their patent exclusivity.In the future,we may face
additional competition from a generic form of our own candidates when the patents covering them begin to expire,or earlier if
the patents are successfully challenged.If we are unable to demonstrate to physicians and payers that the key differentiating
features of BNEOXEY¥F-or-our product candidates translate to overall clinical beneﬁt or lower cost of care,we may not be able
to compete with generic alternatives.If HN ; approvaHn any of our product
candidates are successfully developed but do not achleve broad market acceptance among phy51c1ans,pat1ents healthcare payors
and the medical community,the revenues that BNEOGXE¥F-or-any such product candidates generate from sales will be limited.
Even if Ourproduet UNEOXEY Fand-our product candidates thatreceive regulatory approval, they may not gain market
acceptance among physicians,patients,healthcare payors and the medical community.Coverage and reimbursement of our
BNEOXCEYTF-orproduct candidates by third- party payors,including government payors,generally would also be necessary for
commercial success.The degree of market acceptance of BINEGXESY¥F-er-any ether-approved products would depend on a
number of factors,including,but not necessarily limited to:e the efficacy and safety as demonstrated in clinical trials;e the timing
of market introduction of BMNEOXEYFand-such product candidates as well as competitive products;e the clinical indications
for which BMNESXE¥F-er-the drug is approved;® acceptance by physicians,major operators of hospitals and clinics and patients
of INEOXE¥T-or-the product as a safe and effective treatment;® the potential and perceived advantages of UNEOXE¥T-or
product candidates over alternative treatments;® the safety of BINEOXE¥F-orproduct candidates in a broader patient group
(i.e.based on actual use);® the cost of treatment in relation to alternative treatments;® the availability of adequate reimbursement
and pricing by third parties and government authorities;® changes in regulatory requirements by government authorities for
BNEOXEYFand-our product candidates +e relative convenience and ease of administration;e the prevalence and severity of
side effects and adverse events;® the effectiveness of our sales and marketing efforts;and @ unfavorable publicity relating to
BNEOXEYT-or-the product. [f BNEOXEY¥Fand-any product candidate thatis approved ;de-but does not achieve an adequate
level of acceptance by physicians,hospitals,healthcare payors and patients,we may not generate sufficient revenue from these
products and in turn we may not become or remain profitable.Reimbursement may be limited or unavailable in certain market
segments for our BNEOXEYF-and-product candidates,which could make it difficult for us to sell UNEOXES¥Fand-our
products profitably.There is significant uncertainty related to the third- party coverage and reimbursement of newly approved
drugs.Such third- party payors include government health programs such as Medicare,managed care providers,private health
insurers and other organizations.We intend to seek approval to market our product candidates in the U.S.,Europe and other
selected foreign jurisdictions.Market acceptance and sales of our BNEOXE¥F-and-product candidates in both domestic and
international markets will depend significantly on the availability of adequate coverage and reimbursement from third- party
payors for BNEOXEYF-and-any of our product candidates and may be affected by existing and future health care reform
measures. 25Geverament—- Government and other third- party payors are increasingly attempting to contain healthcare costs
by limiting both coverage and the level of reimbursement for new drugs and,as a result,they may not cover or provide adequate
payment for BINEOXE¥F-er-our product candidates. These payors may conclude that BINEOXEX¥F-or-our product candidates
are less safe,less effective or less cost- effective than existing or future introduced products,and third- party payors may not
approve UNEOXE¥TF-or-our product candidates for coverage and reimbursement or may cease providing coverage and
reimbursement for UNEOXEY¥F-orthe-these product candidates. Obtaining-290btaining 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 to the payor supporting scientific,clinical and cost- effectiveness data for the use of our products. We may not be
able to provide data sufficient to gain acceptance with respect to coverage and reimbursement.If reimbursement of BNEOXESY¥F
et-our future products is unavailable or limited in scope or amount,or if pricing is set at unsatisfactory levels,it may impact the
market acceptance of BINEOXE¥F-and-our products ;-and we may be unable to achieve or sustain profitability.In some foreign
countries,particularly in the European Union,the pricing of prescription pharmaceuticals is subject to governmental control.In
these countries,pricing negotiations with governmental authorities can take considerable time after the receipt of marketing
approval for a product candidate.To obtain reimbursement or pricing approval in some countries,we may be required to conduct
additional clinical trials that compare the cost- effectiveness of BMNEOXEYF-or-our product candidates to other available
therapies.If reimbursement of ENEGXE¥F-er-our product candidates is unavailable or limited in scope or amount in a
particular country,or if pricing is set at unsatisfactory levels,we may be unable to achieve or sustain profitability of
BNEOXCEY¥F-or-our products in such country.If we are unable to establish sales,marketing,and distribution capabilities or to
enter into agreements with third parties to market and sell our ENEOXE¥Fand-product candidates,we may be unsuccessful in
commercializing our BNEOXE¥F-and-product candidates,if they are approved. We currently do not have a marketing or sales
organization for the marketing,sales and distribution of pharmaceutical products.In order to commercialize BNEOXE¥F-or-any
approved product candidate,we would need to build marketing,sales,distribution,managerial and other non- technical
capabilities,or arrange for third parties to perform these services,and we may be unsuccessful in doing so. In the event of
successful development and regulatory approval of any of our current or future product candidates,we expect to build a
targeted specialist sales force to market or co- promote the product.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 BNEOXESYF
and-our products on our own include: e our inability to recruit,train and retain adequate numbers of effective sales and marketing
personnel;e the inability of sales personnel to obtain access to physicians or persuade adequate numbers of physicians to




prescribe BNEOXEYT-or-any future products;e the lack of complementary or other products to be offered by sales
personnel,which may put us at a competitive disadvantage from the perspective of sales efficiency relative to companies with
more extensne pIoduct lines;and e untoreseen costs and expenses assoudted with Creatms_ our own sales and marketing

wﬂ-l—be—rna’feﬂ&Hy—adﬂﬁse}y—a-ffeefed— We face potentldl ploduct hdblhty exposme and 1f smcessful cldlms are brou;:ht agdmst

us,we may incur substantial liability for BINEOXEYF-er-one or more of our product candidates or a future product candidate we
may license or acquire and may have to limit their commercialization. The use of one or more of our product candidates and any
future product candidate we may license or acquire in clinical trials and the sale of any products for which we obtain
marketing approval expose us to the risk of product liability claims.For example,we may be sued if any product we
develop allegedly causes 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 or a breach of warranties.Product liability claims
might be brought against us by consumers,health care providers or others using,administering or selling our products.If
we cannot successfully defend ourselves against these claims,we will incur substantial liabilities.Regardless of merit or
eventual outcome,liability claims may result in:e withdrawal of clinical trial participants;e suspension or termination of
clinical trial sites or entire trial programs;e decreased demand for any product candidates or products that we may
develop;e initiation of investigations by regulators;e impairment of our business reputation;30 e costs of related
litigation;e substantial monetary awards to patients or other claimants;e loss of revenues;® reduced resources of our
management to pursue our business strategy;and e the inability to commercialize our product candidate or future
product candidates.We have obtained,and will continue to obtain,limited product liability insurance coverage for any
and all of our current and future clinical trials.However,our insurance coverage may not reimburse us or may not be
sufficient to reimburse us for any expenses or losses we may suffer.Moreover,insurance coverage is becoming
increasingly expensive,and,in the future,we may not be able to maintain insurance coverage at a reasonable cost or in
sufficient amounts to protect us against losses due to liability.If we obtain marketing approval for one or more of our
product candidates in development,we intend to expand our insurance coverage to include the sale of commercial
products,but we may be unable to obtain commercially reasonable product liability insurance for any products approved
for marketing.On occasion,large judgments have been awarded in class action lawsuits based on drugs that had
unanticipated side effects.A successful product liability claim or series of claims brought against us could cause our stock
price to fall and,if judgments exceed our insurance coverage,could decrease our cash and adversely affect our
business.Risks Related to Our Finances and Capital RequirementsWe have incurred significant losses since our inception and
anticipate that we will incur continued losses for the foreseeable future. We may never achieve or maintain profitability. We
have a limited operating history, and we have focused primarily on in- licensing and developing our product candidates, with the
goal of supporting regulatory approval for these product candidates. We have incurred losses since our inception in November
2014 and have an accumulated deficit of $ 3+4-370 . 3-6 million as of December 31, 2023-2024 . We expect to continue to incur
significant operating losses for the foreseeable future. We also do not anticipate that we will achieve profitability for a period of
time after generating material revenues, if ever. If we are unable to generate revenues, we will not become profitable and may
be unable to continue operations without continued funding. Because of the numerous risks and uncertainties associated with
developing pharmaceutical products, we are unable to predict the timing or amount of increased expenses or when or if, we will
be able to achieve profitability. Our net losses may fluctuate significantly from quarter to quarter and year to year. We anticipate
that our expenses will increase substantially if: ® one or more of our product candidates are submitted for marketing approval 5
asis-the-ease-with-eostbelimab;-or are approved for commercial sale, as is the case with UNLOXCYT, due to our need to
establish the necessary commercial infrastructure to launch this product eandidate-without substantial delays, including
manufacturing to build pre- commercial inventory, hiring sales and marketing personnel and contracting with third parties for
warehousing, distribution, cash collection and related commercial activities; ® we are required by the FDA or foreign regulatory
authorities, to perform studies in addition to those currently expected; ® we initiate one or more clinical trials to pursue
additional indications for UNLOXCYT or our product candidates, or if there are any delays in completing our clinical trials or
the development of UNLOXCYT or any of our product candidates; ® we execute other collaborative, licensing or similar
arrangements and the timing of payments we may make or receive under these arrangements; ® there are variations in the level
of expenses related to our current and future development programs; e there are any product liability or intellectual property
infringement lawsuits in which we may become involved; e there are any regulatory developments affecting product candidates
of our competitors; and e ere-or-more-the success of commercialization of UNLOXCYT and any other of our product
candidates that receives regulatory approval. Gur-270ur ability to become profitable depends upon our ability to generate
revenue . Currently, other than UNLOXCYT, our products are investigational and have not been approved by the FDA
or any foreign regulatory authority for sale . To date, we have not generated any revenue from the sale of UNLOXCYT or
our development stage products, and we do not know when, or if, we will generate any revenue. To obtain revenues from sales
of UNLOXCYT or our product candidates, we must succeed, either alone or with third parties, in developing, obtaining
regulatory approval for, manufacturing and marketing products with commercial potential. Our ability to generate revenue
depends on a number of factors, including, but not limited to, our ability to: @ obtain regulatory approval for ene-ermere-ofour




product candidates, or any future product candidate that we may license or acquire; ® manufacture commercial quantities of
UNLOXCYT and ere-ermore-ofour-product candidates or any future product candidate, if approved, at acceptable cost levels;
and e develop a commercial organization and the supporting infrastructure required to successfully market and sell
UNLOXCYT and ene-ermore-ofour product candidates or any future product candidate, if approved. Even if we do achieve
profitability, we may not be able to sustain or increase profitability on a quarterly or annual basis. Our failure to become and
remain profitable would depress the value of our company and could impair our ability to raise capital, expand our business,
maintain our research and development efforts, diversify our product offerings or even continue our operations. A decline in the
value of our company could also cause you to lose all or part of your investment. We will require substantial additional funding
which may not be available to us on acceptable terms, or at all. If we fail to raise the necessary additional capital, we may be
unable to complete the development and commercialization of our product candidates and UNLOXCYT , or continue our
development programs. Our operations have consumed substantial amounts of cash since inception. We expect to significantly
increase our spending to advance the pre- preelinieal--- clinical and clinical development, and resulting regulatory approval
request submissions, of our product candidates and launch and commercialize any product candidates for which we may receive
regulatory approval such as with UNLOXCYT, including building a commercial organization +7te-te address certain markets.
We will require additional capital for the further development and-, and #appreved;-commercialization of UNLOXCYT or our
product candrdates as Well as to fund our other operatrng expenses and capital expenditures. We believe ;-assumingno-business

ate-d 0 ensummated;-that our cash and cash equivalents are only sufficient to fund our
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on acceptable terms, or at all. If we are unable to raise additional capital in sufficient amounts, or on terms acceptable to us, we
may have to significantly delay, scale back or discontinue the commerecialization of UNLOXCYT and the development or, if
approved, commercialization of one or more of our product candidates. We may also seek collaborators for UNLOXCYT or
one or more of our current or future product candidates at an earlier stage than otherwise would be desirable or on terms that are
less favorable than might otherwise be available. Any of these events could significantly harm our business, financial condition
and prospects. Our future funding requirements will depend on many factors, including, but not limited to: @ the timing, design
and conduct of, and results from, preclinical studies and clinical trials for our product candidates; e the timing and process of
regulatory approval reviews and potential for delays in our efforts to seek regulatory approval for our product candidates, and
any costs associated with such delays; e the costs of establishing a commercial organization to sell, market and distribute
UNLOXCYT or our product candidates; ® the rate of progress and costs of our efforts to prepare for the submission or
resubmission of an NDA or BLA for any of our product candidates or any product candidates that we may in- license or acquire
in the future, and the potential that we may need to conduct additional clinical trials to support applications for regulatory
approval; e the costs of filing, prosecuting, defending and enforcing any patent claims and other intellectual property rights
associated with UNLOXCYT or our product candidates, including any such costs we may be required to expend if our licensors
are unwilling or unable to do so; e the cost and timing of securing sufficient supplies of UNLOXCYT or our product
candidates from our third- party manufacturers for clinical trials and in preparation for commercialization; e the effect of
competing technological and market developments; e the terms and t1m1ng of any collaboratlve licensing, co- promotion or
other arrangements that we may establish; 28 e #f-ene-orm A vee-the potentlal that we may
be required to file a lawsuit to defend our patent rights or regulatory exclusrvrtres from challenges by companies seeking to
market generic versions of UNLOXCYT or one or more of our product candidates; and e the success of the commercialization
of UNLOXCYT or one or more of our product candidates, if approved. Future capital requirements will also depend on the
extent to which we acquire or invest in additional complementary businesses, products and technologies, but we currently have
no commitments or agreements relating to any of these types of transactions. In order to carry out our business plan and
implement our strategy, we anticipate that we will need to obtain additional financing from time to time and may choose to raise
additional funds through strategic collaborations, licensing arrangements publlc or prrvate equ1ty or debt ﬁnancrng, bank lines
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type of corporate development transaction, will be available on terms favorable to us or at all. Furthermore, any additional
equity or equity- related financing, or equity that may be issued or sold in a corporate development transaction, may be dilutive
to our stockholders, and debt or equity financing, if available, may subject us to restrictive covenants and significant interest
costs. If we obtain funding through a strategic collaboration, merger, or licensing arrangement, we may be required to relinquish
our rights to certain of UNLOXCYT or our product candidates or marketing territories. Our inability to raise capital when
needed would harm our business, financial condition and results of operations, and could cause our stock price to decline or
require that we wind down our operations altogether. +8Fhere—- There is substantial doubt about our ability to continue as a
going concern, which may hinder our ability to obtain future financing. Our audited financial statements as of December 31,
2623-2024 , have been prepared under the assumption that we will continue as a going concern for the next twelve months. We
do not believe that our cash and cash equivalents are sufficient for the next twelve months after the date that our financial
statements are issued. As a result of our financial condition and other factors described herein, there is substantial doubt about
our ability to continue as a going concern. Our ability to continue as a going concern will depend on our ability to obtain
additional funding, as to which no assurances can be given. We continue to analyze various alternatives, including potentially
obtaining debt or equity financings or other arrangements. Our future success depends on our ability to raise capital. We cannot



be certain that raising additional capital, whether through selling additional debt or equity securities or obtaining a line of credit
or other loan, will be available to us or, if available, will be on terms acceptable to us. If we issue additional securities to raise
funds, these securities may have rights, preferences, or privileges senior to those of our common stock, and our current
sharehotders-stockholders may experience dilution. If we are unable to obtain funds when needed or on acceptable terms, we
may be requlred to curtail our current development programs cut operatlng costs, forego future development and other
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operations or require us to relinquish proprietary rights. Until such time, if ever, as we can generate substantial product revenue,
we expect to finance our cash needs through a combination of equity offerings, debt financings, grants and license and
development agreements in connection with any collaborations. To the extent that we raise additional capital through the sale of
equity or convertible debt securities, your ownership interest will be diluted, and the terms of these securities may include
liquidation or other preferences that adversely affect your rights as a stockholder. Debt financing and preferred equity financing,
if available, may involve agreements that include covenants limiting or restricting our ability to take specific actions, such as
incurring additional debt, making capital expenditures or declaring dividends. If we raise additional funds through
collaborations, mergers, strategic alliances or marketing, distribution or licensing arrangements with third parties, we may have
to relinquish valuable rights to our technologies, future revenue streams, research programs , UNLOXCYT or product
candidates or grant licenses on terms that may not be favorable to us. If we are unable to raise additional funds through equity or
debt financings when needed, we may be required to delay, limit, reduce or terminate our product development or future
commercialization efforts or grant rights to develop and market UNLOXCYT or our product candidates that we would
otherwise prefer to develop and market ourselves. We-29We are a “ smaller reporting company, ” which means that the reduced
disclosure requirements applicable to smaller reporting companies may make our common stock less attractive to investors. We
will remain a smaller reporting company until the fiscal year following the determination that our voting and non- voting
common shares held by non- affiliates is more than $ 250 million measured on the last business day of our second fiscal quarter,
or our annual revenues are more than $ 100 million during the most recently completed fiscal year and our voting and non-
voting common shares held by non- affiliates is more than $ 700 million measured on the last business day of our second fiscal
quarter. Smaller reporting companies are able to provide simplified executive compensation disclosure, are exempt from the
auditor attestation requirements of Section 404, and have certain other reduced disclosure obligations, including, among other
things, being required to provide only two years of audited financial statements and not being required to provide selected
financial data, supplemental financial information or risk factors. We have elected to take advantage of certain of the reduced
reporting obligations. We cannot predict whether investors will find our common stock less attractive if we rely on these
exemptions. If some investors find our common stock less attractive as a result, there may be a less act1ve trading market for our
common stock and our stock price may be reduced or more volatile. We ; : ; as-a g2

may expend our llnnted resources to pursue certain product Cand1dates or 1ndlcat10ns and fail to Capltahze
on UNLOXCYT, product candidates or indications 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 research programs and product candidates
that we identify for specific indications. As a result, we may forego or delay pursuit of opportunities with UNLOXCYT, other
product candidates or for other indications that later prove to have greater commercial potential. Our resource allocation
decisions may cause us to fail to capitalize on viable commercial products or profitable market opportunities. Our spending on
current and future research and development programs and product candidates for specific indications may not yield any
commercially viable products. If we do not accurately and / or effectively evaluate the commercial potential or target market for
UNLOXCYT or 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. Weakness in the U. S. economy, including within our
geographic footprint, has adversely affected us in the past and may adversely affect us in the future. We have been, and will
continue to be, impacted by general business and economic conditions in the United States. These conditions include short- term
and long- term interest rates, inflation, money supply, political issues, war, legislative and regulatory changes, fluctuations in
both debt and equity capital markets, broad trends in industry and finance, unemployment and the strength of the U. S. economy
and the local economies in which we operate, all of which are beyond our control. Worldwide financial markets have recently
experienced periods of extraordinary disruption and volatility, which have been exacerbated by the COVID- 19 pandemic, the
Russia / Ukraine conflict and the evolving conflict in Israel and Gaza, resulting in heightened credit risk, reduced valuation of



investments, decreased economic activity, heightened risk of cyberattacks, and inflation. Moreover, many companies have
experienced reduced liquidity and uncertainty as to their ability to raise capital during such periods of market disruption and
volatility. In the event that these conditions recur or result in a prolonged economic downturn, our results of operations,
financial position and / or liquidity could be materially and adversely affected. In addition, as a result of recent financial and
political events, we may face increased regulation. Risks-30Risks Related to the Merger, our Business Strategy, Structure, and
OrganizationrWe-OrganizationThere eurrently-is no assurance that the proposed Merger among us, Sun Pharma and
Merger Sub will be completed in a timely manner or at all. Failure to complete the Merger may result in us paying a
termination fee to Sun Pharma and could harm our common stock price and future business and operations. The
consummation of the Merger among us, Sun Pharma and Merger Sub is subject to a number of closing conditions,
including approval by the holders of a majority of the voting power of outstanding shares of our common stock, and by
the holders of a majority of the shares of our common stock that are not held by Fortress or by certain other of our
affiliates and other customary closing conditions. The parties are targeting a closing of the transaction in the second
quarter of 2025, however, there can be no assurance that the Merger will be consummated within this desired
timeframe, or at all. If the Merger among us, Sun Pharma and Merger Sub is not consummated, we may be subject to a
number of material risks, and our business and stock price could be adversely affected. In addition, if the Merger
Agreement is terminated and our board of directors determines to seek another business combination, there can be no
assurance that we will be able to find a partner willing to provide equivalent or more attractive consideration than the
consideration to be provided by each party in the Merger or any partner at all. If the conditions to the closing of the
Merger are not met, the Merger may not occur. Even if the Merger and other stockholder matters are approved by our
stockholders, specified conditions set forth in the Merger Agreement must be satisfied or waived to complete the Merger.
We cannot assure you that all of the conditions will be satisfied or waived. If the conditions are not satisfied or waived,
the Merger may not occur or will be delayed, and we may lose some or all of the intended benefits of the Merger. The
pendency of the Merger could have an adverse effect on the trading price of our common stock and our business,
financial condition, and prospects. While there have been no drag-significant adverse effects to date, the pendency of the
Merger could disrupt our business in many ways, including: e our ability to retain and hire key personnel and our
ability to maintain relationships with our customers, distributors, suppliers or third parties or our operating results and
business generally may be impeded; e the attention of our management and employees may be directed toward the
completion of the Merger and related matters and may be diverted from our day- to- day business operations; and e
third parties may seek to terminate or renegotiate their relationships with us as a result of the Merger, whether pursuant
to the terms of their existing agreements with us or otherwise. Should they occur, any of these matters could adversely
affect the trading price of our common stock or harm our business, financial condition, and prospects. While the Merger
Agreement is in effect, we are subject to restrictions on our business activities. While the Merger Agreement with Sun
Pharma is in effect, we are subject to customary restrictions on our business activities, generally requiring us to conduct
our business in the ordinary course, consistent with past practice, and subjecting us to a variety of specified limitations
absent Sun Pharma’ s prior consent. These limitations include, among other things, restrictions on our ability to make
any capital expenditures exceeding certain dollar thresholds, incur indebtedness exceeding certain dollar thresholds,
commence, settle or release any legal proceedings (subject to certain exceptions), commence preclinical or clinical
development, study, trial or test with respect to any new products or product candidates (subject to certain exceptions),
sell, assign, transfer, lease, license, encumber, abandon, offer to surrender or surrender any of the Company’ s material
intellectual property (subject to certain exceptions), repurchase or issue securities (subject to certain exceptions), pay
dividends or amend our organizational documents. These restrictions could prevent us from pursuing strategic business
opportunities, taking actions with respect to our business that we may consider advantageous and responding effectively
and / or timely to competitive pressures and industry developments, and may as a result materially and adversely affect
our business, results of operations and financial condition. 31We have incurred, and will continue to incur, direct and
indirect costs as a result of the pending merger with Sun Pharma. We have incurred, and will continue to incur,
significant costs and expenses, including fees for sale-professional services and other transaction costs, in connection with
the pending Merger. We must pay substantially all of these costs and expenses whether or not the Merger is completed.
There arc dependent-a number of factors beyond our control that could affect the total amount or the timing of these costs
and expenses. Litigation relating to the Merger could require us to incur significant costs and suffer management
distraction, and could delay or enjoin the Merger. We could be subject to demands or litigation related to the Merger,
whether or not the Merger is consummated. Such demands or litigation may create uncertainty relating to the Merger,
or delay or enjoin the Merger, and responding to such demands or litigation could divert management time and
resources. In addition, such demands or litigation could potentially lead to our dissolution or bankruptcy if the costs
associated with such demands or litigation are significant enough. The Merger Agreement contains provisions that could
discourage a potential competing acquirer. We are subject to certain restrictions on the-futtre-sueeess-ef-our ability to
solicit alternative acquisition proposals from third parties, to provide information to third parties, to enter into our— or
produet-eandidates-continue discussions with third parties regarding alternative acquisition proposals, enter into any
commitment with respect to any alternative acquisition proposal, to recommend or approve any alternative acquisition
proposal or for our board of directors to change their recommendation in favor of the Merger, subject to customary
exceptions . We-In addition, we may be required to pay Sun Pharma a termination fee of $ 12. 5 million in certain
circumstances if the Merger Agreement is terminated following our receipt of ean— an give-ne-assuranees-alternative
acqu1s1t10n proposal These pr0v1510ns could dlscourage a potentlal thlrd- party acqulrer that might any-efourproduet
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acquiring all or a significant portion of our efferts-and-finaneial-resourees-inrbusiness from considering or proposing the
acquisition and-development-of, even if it was prepared to pay consideration with a higher per share value than the value

proposed to be received our—- or produeteandidates—Asrealized in the Merger, or might otherwise result in a devetopmtent
potentlal thlrd sfage—eemp&ny—we—party acqulrer proposmg to pay a lower prlce to our shareholders than it might

eefm‘nefetahz&&eﬁ—of the termmatlon fee that emapfe&uet—z-ee&nd-tdates—w%reh—may ﬂever—eeewhbecome payable in certaln
circumstances . We currently have no drug products for sale on the market and are dependent on the future success of
UNLOXCYT and our product candidates. We can give no assurances that any of our product candidates will receive
regulatory approval or that UNLOXCYT will be successfully commercialized, marketed or sold. We currently have one
product, UNLOXCYT, which received approval from the FDA on December 13, 2024, for the treatment of adults in
metastatic or locally advanced cutaneous squamous cell carcinoma who are not candidates for curative surgery or
radiation. To date, we have invested a significant portion of our efforts and financial resources in UNLOXCYT and the
acquisition and development of our product candidates. We have not yet built the commercial infrastructure necessary
to launch UNLOXCYT and have limited experience as a commercial company. Therefore, our ability to successfully
overcome many of the risks associated with commercializing drugs in the biopharmaceutical industry, including the risk
that our products do not achieve an adequate level of acceptance, remains uncertain. As a result, we may not generate
significant revenues or meet our revenue projections or guidance and may not become profitable. Our business depends
entirely on UNLOXCYT and the successful development and commercialization of our product candidates, which may
never occur. We currently have no drug products for sale . currently generate no revenues from sales of UNLOXCYT or
any drug products and may never be able to develop or successfully commercialize a marketable drug. The successful
development, and any commercialization of UNLOXCYT, our technologies and any product candidates that may occur, would
require us to successfully perform a variety of functions, including: e developing our technology platform; e identifying,
developing, formulating, manufacturing and commercializing UNLOXCYT or product candidates; ® entering into and
maintaining successful licensing and other arrangements with product development partners; ® achieving clinical endpoints to
support preparation of approval applications; @ participating in regulatory approval processes, including ultimately gaining
approval to market a drug product, which may not occur; 32 e obtaining sufficient quantities of UNLOXCYT or our product
candidates from our third- party manufacturers to meet clinical trial needs and, if approved, to meet commercial demand at
launch and thereafter; ® establishing and maintaining agreements with wholesalers, distributors and group purchasing
organizations on commercially reasonable terms; ® conducting sales and marketing activities including hiring, training,
deploying and supporting a sales force and creating market demand for UNLOXCYT or our product candidates through our
own marketing and sales activities, and any other arrangements to promote UNLOXCYT or our product candidates that we
may establish; @ maintaining patent protection and regulatory exclusivity for UNLOXCYT or our product candidates; and e
ObtdllllllL mdrket acceptame f01 UNLOXCYT or our produd Cdndldates Each of these reqmrements w ill reqmre substantial
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securing our proprietary technologies and obtaining preclinical data or clinical data for UNLOXCYT and various product
candidates. These operations provide a limited basis for you to assess our ability to continue to identify product candidates,
develop and commercialize UNLOXCYT and product candidates in our portfolio and any product candidates we are able to
identify and enter into successful collaborative arrangements with other companies in the future, as well as for you to assess the
advisability of investing in our securities. Each of our product candidates will require additional preclinical or clinical
development, management of preclinical, clinical and manufacturing activities, regulatory approval in the jurisdictions in which
we plan to market the product, obtaining manufacturing supply, building of a commercial organization, and significant
marketing efforts before we generate any revenues from product sales, which may not occur. We are not permitted to market or
promote any of our product candidates in the U. S. or any other Junsdlctlon before we receive reéuldtory apploval from the FDA
or comparable foreign regulatory authority, respectively ;-8 : v
produet-eandidates- 2+0ur-- Our future growth depends on our ’1b111ty to 1dent1fy and uqulre or in- llcense products and




successfully integrating such acquired or in- licensed products into our existing operations. An important part of our business
strategy is to continue to develop a pipeline of product candidates by acquiring or in- licensing products, businesses or
technologies that we believe are a strategic fit with our focus on novel combinations of immuno- oncology antibodies and small
molecule targeted anti- cancer agents. Future in- licenses or acquisitions, however, may entail numerous operational and
financial risks, including: @ exposure to unknown liabilities; ® disruption of our business and diversion of our management’ s
time and attention to develop acquired products or technologies; @ difficulty or inability to secure financing to fund development
activities for such acquired or in- licensed technologies in the current economic environment; @ incurrence of substantial debt or
dilutive issuances of securities to pay for acquisitions; e higher than expected acquisition and integration costs; ® increased
amortization expenses; ® difficulty and cost in combining the operations and personnel of any acquired businesses with our
operations and personnel; ® impairment of relationships with key suppliers or customers of any acquired businesses due to
changes in management and ownership; and e inability to retain key employees of any acquired businesses. We have limited
resources to identify and execute the acquisition or in- licensing of third- party products, businesses and technologies and
integrate them into our current infrastructure. In particular, we may compete with larger pharmaceutical companies and other
competitors in our efforts to establish new collaborations and in- licensing opportunities. These competitors likely will have
access to greater financial resources than us and may have greater expertise in identifying and evaluating new opportunities.
Moreover, we may devote resources to potential acquisitions or in- licensing opportunities that are never completed, or we may
fail to realize the anticipated benefits of such efforts. Risles-33Risks Inherent in Drug Development and
CommercializationBecause results...... and adversely affect our business. Risks Related to Reliance on Third PartiesWe have
contracted with third parties for the manufacture of UNLOXCYT and our appreved-prodaets— product candidates -if-any-. [
such contract manufacturer fails to timely produce sufficient product volume, to pass regulatory inspections, or to comply with
applicable regulations, the commercialization of UNLOXCYT and our product candidates may be delayed, we may be unable
to meet market demand, and we may lose potential revenues. The manufacture of pharmaceutical products requires significant
expertise and capital investment, including the development of advanced manufacturing techniques and process controls, and
the use of specialized processing equipment. We have entered into development and supply agreements with one or more
contract manufacturers for the completion of pre- commercialization manufacturing development activities and the manufacture
of commercial supplies for UNLOXCYT and each of our product candidates. Any termination or disruption of our relationships
with our contract manufacturers may materially harm our business and financial condition and frustrate any commercialization
efforts for each respective product and product candidate. All of our contract manufacturers must comply with strictly enforced
federal, state and foreign regulations, including cGMP requirements enforced by the FDA through its establishment inspection
program. We are required by law to establish adequate oversight and control over raw materials, components and finished
products furnished by our third- party suppliers and contract manufacturers, but we have little control over their compliance with
these regulations. Any failure to pass regulatory inspections or comply with applicable regulations may result in fines and civil
penalties, suspension of production, restrictions on imports and exports, suspension or delay in product approval, product seizure
or recall, or withdrawal of product approval, and would limit the availability of our product and customer confidence in our
product. Any manufacturing defect or error discovered after products have been produced and distributed could result in even
more significant consequences, including costly recall procedures, re- stocking costs, potential for breach of contract claims,
damage to our reputation and potential for product liability claims. If the contract manufacturers upon whom we rely to
manufacture UNLOXCYT or one or more of our product candidates, and any future product or product candidate we may in-
license, fails to deliver the required commercial quantities on a timely basis at commercially reasonable prices, we would likely
be unable to meet demand for UNLOXCYT and our products and we would lose potential revenues. We rely, and expect to
continue to rely, on third parties to conduct our preclinical studies and clinical trials. Those third parties may perform
unsatisfactorily, fail to meet deadlines for trial completion, or to comply with applicable regulatory requirements. We rely on
third- party CROs and site management organizations to conduct some of our preclinical studies and all our clinical trials for our
product candidates, and plan to do the same for any future product candidate. We expect to continue to rely on third parties, such
as CROs, site management organizations, image reading vendors, laboratories, clinical data management organizations, medical
institutions and clinical investigators, to conduct some of our preclinical studies and all of our clinical trials. The agreements
with these 3+third—- third parties might terminate for a variety of reasons, including a failure to perform by the third parties. If
we need to enter into alternative arrangements, that could delay our product development activities. Our reliance on these third
parties for research and development activities reduces our control over these activities but does not relieve us of our
responsibilities. For example, we remain responsible for ensuring that each of our preclinical studies and clinical trials are
conducted in accordance with the general investigational plan and protocols for the trial and for ensuring that our preclinical
studies are conducted in accordance with good laboratory practices (‘“ GLPs ) as appropriate. Moreover, the FDA requires us to
comply with standards, commonly referred to as good clinical practices (“ GCPs ), for conducting, recording and reporting the
results of clinical trials to assure that data and reported results are credible and accurate and that the rights, integrity and
confidentiality of trial participants are protected. Regulatory authorities enforce these requirements through periodic inspections
of trial sponsors, clinical investigators and trial sites. If we or any of our clinical research organizations or other third - party
vendors, institutions or investigators fail to pass regulatory inspections or fail to comply with applicable GCPs, the clinical data
generated in our clinical trials may be deemed unreliable and the FDA or comparable foreign regulatory authorities may require
us to perform additional clinical trials before approving our marketing applications. We cannot assure you that upon inspection
by a regulatory authority, such regulatory authority will determine that any of our clinical trials complies with GCP regulations.
In addition, our clinical trials must be conducted with product produced under cGMP regulations. Our failure to comply with
these regulations may require us to repeat clinical trials, which would delay the regulatory approval process. We also are
required to register ongoing clinical trials and post the results of completed clinical trials on a government- sponsored database,



ClinicalTrials. gov, within specified timeframes. Failure to do so can result in fines, adverse publicity and civil and criminal
sanctions. Fhe-34The third parties with whom we have contracted to help perform our preclinical studies and / or clinical trials
may also have relationships with other entities, some of which may be our competitors. If these third parties do not successfully
carry out their contractual duties, meet expected deadlines or conduct our preclinical studies or clinical trials in accordance with
regulatory requirements or our stated protocols, we will not be able to obtain, or may be delayed in obtaining, marketing
approvals for our product candidates and will not be able to, or may be delayed in our efforts to, successfully commercialize ,
market and sell our product candidates. If any of our relationships with these third- party CROs or site management
organizations terminate, we may not be able to enter into arrangements with alternative CROs or site management organizations
or to do so on commercially reasonable terms. Switching or adding additional CROs or site management organizations involves
additional cost and requires management time and focus. In addition, there is a natural transition period when a new CRO or site
management organization commences work. As a result, delays could occur, which could compromise our ability to meet our
desired development timelines. Though we carefully manage our relationships with our CROs or site management
organizations, there can be no assurance that we will not encounter similar challenges or delays in the future. Forces beyond our
control could disrupt the ability of our third- party CROs, site management organizations, image reading vendors, laboratories,
clinical data management organizations, medical institutions and clinical investigators to conduct our preclinical studies and our
clinical trials for our product candidates and for any future product candidate. We rely, and expect to continue to rely, on third
parties for the manufacture of our product candidates for preclinical and clinical testing and for the fatare-commercialization of
UNLOXCYT et or our other approved products, if any. Reliance on third parties increases the risk that we will not have
sufficient quantities of UNLOXCYT or our products or such quantities at an acceptable cost, which could delay, prevent or
impair our development or commercialization efforts. We do not have any manufacturing facilities. We rely, and expect to
continue to rely, on third parties for the manufacture of our product candidates for preclinical and clinical testing, and plan-te-de
se-for commercial manufacture of UNLOXCYT and any of our product candidates that may receive marketing approval. This
reliance on third parties increases the risk that we will not have sufficient quantities of UNLOXCYT, our product candidates ,
or any future product candidate or such quantities at an acceptable cost or quality, which could delay, prevent or impair our
development or commercialization efforts. We also expect to rely on third- party manufacturers or third- party collaborators for
the manufacture of commercial supply of UNLOXCYT or any product candidates for which our collaborators or we may obtain
marketing approval. We may be unable to establish or maintain any agreements with third- party manufacturers or to do so on
acceptable terms. Even if we are able to establish agreements with third- party manufacturers, reliance on third- party
manufacturers entails additional risks, including: e reliance on the third party for regulatory compliance and quality assurance,
while still being required by law to establish adequate oversight and control over products furnished by that third - party; 32-e
the possible breach of the manufacturing agreement by the third - party; ® manufacturing delays if our third- party
manufacturers are unable to obtain raw materials due to supply chain disruptions, give greater priority to the supply of other
products over UNLOXCYT or our product candidates or otherwise do not satisfactorily perform according to the terms of the
agreement between us; @ the possible misappropriation of our proprietary information, including our trade secrets and know-
how; and e the possible termination or nonrenewal of the agreement by the third party at a time that is costly or inconvenient
for us. We rely on our third- party manufacturers to produce or purchase from third- party suppliers the materials necessary to
produce our product candidates for our preclinical and clinical trials. There are a limited number of suppliers for raw materials
that we use to manufacture UNLOXCYT and our drugs and there may be a need to assess alternate suppliers to prevent a
possible disruption of the manufacture of the materials necessary to produce our product candidates for our preclinical and
clinical trials, and if approved, ultimately for commercial sale. We do not have any control over the process or timing of the
acquisition of these raw materials by our third- party manufacturers. Forces beyond our control could disrupt the global supply
chain and impact our or our third- party manufacturers’ ability to obtain raw materials or other products necessary to
manufacture UNLOXCYT or our product candidates. Any significant delay in the supply of a product candidate, or the raw
material components thereof, for an ongoing preclinical or clinical trial due to the need to replace a third- party manufacturer
could considerably delay completion of our preclinical or clinical trials, product testing and potential regulatory approval of our
product candidates. If our third- party manufacturers or we are unable to purchase these raw materials after regulatory approval
has been obtained for UNLOXCYT or a product candidate, the commercial launch of UNLOXCYT or that product candidate
would be delayed or there would be a shortage in supply, which would impair our ability to generate revenues from the sale of
UNLOXCYT or our product candidates . 350ur current long- term supply agreement for UNLOXCYT contains certain
minimum purchases. To the extent our demand does not meet the minimum supply required amounts, we could be
forced to spend more than required, which could impact our on- going operations and entail curtailing other important
research and development or commercialization efforts, all of which could have a material adverse effect on us. In
negotiating our supply agreement for UNLOXCYT, there is no guarantee that we have foreseen all eventualities or that
our third- party manufacturer will be able to accommodate unforeseen changes in business direction in a timely fashion
or at all. Scheduling of manufacturing at our third- party manufacturer is governed by contractual terms that require us
to make investments in inventory of materials, with limited shelf- life, based on preliminary commercial forecasting, and
such inventory may not be used if timelines and supply needs shift . The facilities used by our third- party manufacturers to
manufacture UNLOXCYT and our product candidates must be approved by the FDA pursuant to inspections that will be
conducted after we submit an NDA or BLA to the FDA. We are required by law to establish adequate oversight and control over
raw materials, components and finished products furnished by our third- party manufacturers, but we do not control the day- to-
day manufacturing operations of, and are dependent on, our third- party manufacturers for compliance with cGMP regulations
for manufacture of UNLOXCYT and our product candidates. Third- party manufacturers may not be able to comply with the
c¢GMP regulations or similar regulatory requirements outside the United States. Our failure, or the failure of our third- party



manufacturers, to comply with applicable regulations and pass regulatory inspections could result in sanctions being imposed on
us, including clinical holds, fines, injunctions, restrictions on imports and exports, civil penalties, delays, suspension or
withdrawal of approvals, license revocation, seizures or recalls of product candidates or products, operating restrictions and
criminal prosecutlons any of Wthh could s1gmt1cant1y and adv ersely attect suppltes of our products -I-ﬂ%@%—emeeeﬁtraet

product candldates that we may develop may compete Wlth UNLOXCYT or othe1 product candldates and products for access
to manufacturing facilities. There are a limited number of manufacturers that operate under cGMP regulations and that might be
capable of manufacturing for us. Any performance failure on the part of our existing or future third- party manufacturers could
delay clinical development or marketing approval. We do not currently have arrangements in place for redundant supply or a
second source for bulk drug substance or the manufacture of drug product. If our current third- party manufacturers cannot
perform as agreed, we may be required to replace such manufacturers. We may incur added costs and delays in identifying and
qualifying any replacement manufacturers. The U. S. BPEA-Drug Enforcement Agency restricts the importation of a controlled
substance finished drug product when the same substance is commercially available in the United States, which could reduce
the number of potential alternative manufacturers for UNLOXCYT or one or more of our product candidates. Our current and
anticipated future dependence upon others for the manufacture of UNLOXCYT or our product candidates or products may
adversely affect our future profit margins and our ability to commercialize UNLOXCYT or any other products that may
receive marketing approval on a timely and competitive basis. 33We-We also expect to rely on other third parties to store and
distribute drug supplies for our clinical trials. Any performance failure on the part of our distributors could delay clinical
development or marketing approval of our product candidates or commercialization of UNLOXCYT or our products, if
approved, producing additional losses and depriving us of potential product revenue. We-36We rely on clinical data and results
obtained by third parties that could ultimately prove to be inaccurate or unreliable. As part of our strategy to mitigate
development risk, we seek to develop product candidates with well- studied mechanisms of action and may utilize biomarkers to
assess potential clinical efficacy early in the development process. This strategy necessarily relies upon clinical data and other
results obtained by third parties that may ultimately prove to be inaccurate or unreliable. Further, such clinical data and results
may be based on products or product candidates that are significantly different from UNLOXCYT or our product candidates or
any future product candidate. If the third- party data and results we rely upon prove to be inaccurate, unreliable or not applicable
to UNLOXCYT or our product candidates or future product candidate, we could make inaccurate assumptions and conclusions
about UNLOXCYT and our product candidates and our research and development efforts could be compromised. Risks
Relating-Related to Legislation and Regulation Affecting the Biopharmaceutical and Other IndustriesWe cannot predict the
likelihood, nature or extent of government regulation that may arise from future legislation or administrative or executive action,
either in the United States or abroad. We cannot predict the likelihood, nature or extent of how government regulation that may
arise from future legislation or administrative or executive action taken by the U. S. presidential administration may impact our
business and industry. In particular, the U. S. President has taken several executive actions, specifically through rulemaking and
guidance, that could impact the pharmaceutical business and industry. A—few-efOf note, the major-Biden administrative
Administration aetions-inelude——On-Oetober9;2049;-EMS-issued a proposed rule on November 27, 2024 entitled,
Moedernizing-Medicare and Clarifyying-Medicaid Programs; Contract Year 2026 Policy and Technical Changes to the
Phystetanr-Self-Medicare Advantage Program, Medicare Prescription Drug Benefit Program, Medicare Cost Plan

Program, and Programs of All Inclus1ve Care for -Referral—Regu-}&treﬁs—aﬁd-eﬁ—the Elderly s&me—day—t-he—I-I-I-I—S—efﬁee—e-f
T—he—CMS proposed ru}es—are—aﬁ—effeft—te—refefm—regt&&&eﬂs

dea-l-'mg—wrt-h—antt laekbaeleaﬂd-sel-f-—refeﬁa-l—lw%obesny medications (AOMs) — when used for weight loss or chronic
weight management for the treatment of obesity — would no longer be excluded from Part D coverage . The
aforementioned proposals— proposal are-attempting-would also apply to allew-eertainrthe Medicaid program. It is possible
that the Trump Admlmstratlon does not ﬁnahze the proposal or finalizes the proposal w1th modlﬁcatlon. However, if

coverage and Medlcald druo purehasmg—beha’ﬁer—te-enswe—preﬁdersh&re—wﬁhm—coverage. Further, on January 17, 2025
thetr-—- theBlden : .

negotlatlons, as requlred by the Inﬂatlon Reductlon Act It fl"—his—PrN-P-RM—ls solieiting-feedback-important to note that
weight loss drugs, including Ozempic, Rybelsus, and Wegovy, have been chosen for drug price negotiation. While

negotiations are still in progress, the Trump Administration has stated that lowering the cost of prescription drugs for
Amerlcans is a top prlorlty and it will contlnue to pursue drug prlce negotlatlons. There will have a significant impact on

these Med-te&re—partlcular Part D drugs B

vendors-to-negotiate-priees-, the Trump Admlmstratlon may take additional actlons ttt-le—te—dﬂtgs—&nd—rﬂ‘rpfeve-eefﬂpeﬁtteﬁ



for-— or diverge from
Administration” s approaches dest 6
the-industey-. We cannot predlct how thls mlght change

new leglslatlon regulatory propo%alq and managed care initiatives that may increase our costs of Comphance and adversely
affect our ability to market our products, obtain collaborators and raise capital. In the United States and certain foreign
jurisdictions, there have been, and we expect there will continue to be, a number of legislative and regulatory changes to the
healthcare system. In March 2010, the Patient Protection and Affordable Care Act, as amended by the Health Care and
Education Reconciliation Act of 2010, or collectively, the ACA, was signed into law, which substantially changed the way
healthcare is financed by both governmental and private insurers in the United States. By way of example, the ACA increased
the minimum level of Medicaid rebates payable by manufacturers of brand name drugs from 15. 1 % to 23. 1 %; it required
collection of rebates for drugs paid by Medicaid managed care organizations; it imposed a non- deductible annual fee on
pharmaceutical manufacturers or importers who sell certain *“ branded prescription drugs ” to specified federal government
programs; it implemented a new methodology under which rebates owed by manufacturers under the Medicaid Drug Rebate
Program are calculated for drugs that are inhaled, infused, instilled, implanted, or injected; it expanded the eligibility criteria for
Medicaid programs; it created a new Patient- Centered Outcomes Research Institute to oversee, identify priorities in, and
conduct comparative clinical effectiveness research, along with funding for such research; and it established a Center for
Medicare and Medicaid Innovation (“ CMMI ) at CMS to test innovative payment and service delivery models to lower
Medicare and Medicaid spending, potentially including prescription drug spending. Siree-37Since its enactment, there have
been executive, judicial and Congressional challenges to certain aspects of the ACA, and we expect there will be additional
challenges and amendments to the ACA in the future. President Trump signed several Executive Orders and other directives
designed to delay the implementation of certain provisions of the ACA or otherwise circumvent some of the requirements for
health insurance mandated by the ACA. Concurrently, Congress has considered legislation that would repeal or repeal and
replace all or part of the ACA. While Congress has not passed comprehensive repeal legislation, several bills affecting the
implementation of certain taxes under the ACA have been enacted. For example, in 2017, Congress enacted the Tax Cuts and
Jobs Act, which eliminated the tax- based shared responsibility payment imposed by the ACA on certain individuals who fail to
maintain qualifying health coverage for all or part of a year, a process that is commonly referred to as the “ individual mandate.
” In addition, the Further Consolidated Appropriations Act, 2020 permanently eliminated, effective January 1, 2020, the ACA-
mandated “ Cadillac ” tax on high- cost employer- sponsored health coverage and medical device tax; and, effective January 1,
2021, it also eliminated the health insurance tax. On December 14, 2018, the U. S. District Court for the Northern District of
Texas ruled that the individual mandate is a critical and inseverable feature of the ACA, and therefore, because it was repealed
as part of the Tax Act, the remaining provisions of the ACA are invalid as well. On December 18, 2019, the U. S. Court of
Appeals for the Fifth Circuit ruled that the individual mandate was unconstitutional and remanded the case back to the District
Court to determine whether the remaining provisions of the ACA are invalid as well. On June 17, 2021, the U. S. Supreme
Court reversed the ruling of the Fifth Circuit, holding that the challengers lacked standing to sue and otherwise abstaining from
reaching the merits of the case. Notwithstanding the resolution of this legal challenge, there may be other efforts to challenge,
repeal, or replace the ACA. We are continuing to monitor any changes to the ACA that, in turn, may potentially impact our
business in the future. President FJesephR—Biden ;39r—signed an Executive Order on Strengthening Medicaid and the Affordable
Care Act, stating his administration’ s intentions to reverse the actions of his predecessor and strengthen the ACA. As part of
this Executive Order, the Department of Health and Human Services, United States Treasury, and the Department of Labor are
directed to review all existing regulations, orders, guidance documents, policies, and agency actions and to consider if they are
consistent with ensuring coverage under the ACA making high- quality healthcare affordable and accessible to Americans.
However, on January 20, 2025, President Trump rescinded this Executive Order. While it is unlikely that the ACA will
be repealed, it is possible that the Trump Administration takes steps to weaken the ACA or change how it operates. We
are unable to predict the likelihood of changes to the ACA or other healthcare laws which may negatively impact our
profitability. 35Prestdent--- President Biden-Trump intends, as his predecessor did, to take action against drug prices which are



consrdered “ hrgh ” Such measures could be addressed ina legrslatlve package fater2624-or through administrative actions
; ; e : Drug prrcmg contmues to be a subject of

debate at the executive and legrslatlve levels of U S. government ane-w e
year-. The American Rescue Plan Act of 2021 signed into law by President Brden on March 14 2021 mcludes a provision that
will eliminate the statutory cap on rebates drug manufacturers pay to Medicaid beginning in January 2024. With the elimination
of the rebate cap, manufacturers may be required to compensate states in an amount greater than what the state Medicaid
programs pay for the drug . This combined with the implementation of the Inflation Reduction Act creates challenges for
manufacturers at multiple levels. Further actions by the Trump Administration could present risks or opportunities for
our business depending on the scope and nature of those policies . Other legislative changes have been proposed and
adopted since the ACA was enacted. These changes include aggregate reductions to Medicare payments to providers of up to 2
% per fiscal year, effective April 1, 2013, which, due to subsequent legislative amendments, will stay in effect through 2030
with the exception of a temporary suspension implemented under various COVID- 19 relief legislation from May 1, 2020
through December 31, 2021. Moreover, there has recently been heightened governmental scrutiny over the manner in which
manufacturers set prices for their marketed products, which has resulted in several Congressional inquiries and proposed and
enacted legislation designed, among other things, to bring more transparency to product pricing, to review the relationship
between pricing and manufacturer patient assistance programs and to reform government program rermbursement
methodologres for pharmaceutrcal products h 6 s Prieing htel—was

bttstness—eaﬂﬂeﬂae—pfed*eted—at—t-}ns—&mr%&ESSOur current and future relatlonshrps with customers and thlrd party payors in

the United States and elsewhere may be subject, directly or indirectly, to applicable anti- kickback, fraud and abuse, false
claims, transparency, health information privacy and security and other healthcare laws and regulations, which could expose us
to criminal sanctions, civil penalties, contractual damages, reputational harm, administrative burdens and diminished profits and
future earnings. Healthcare providers, physicians and third- party payors in the United States and elsewhere will play a primary
role in the recommendation and prescription of any product candidates for which we obtain marketing approval. Our future
arrangements with third- party payors and customers may expose us to broadly applicable fraud and abuse and other healthcare
laws and regulations, including, without limitation, the federal Anti- Kickback Statute and the federal False Claims Act, which
may constrain the business or financial arrangements and relationships through which we sell, market and distribute any product
candidates for which we obtain marketing approval. In addition, we may be subject to transparency laws and patient privacy
regulation by U. S. federal and state governments and by governments in foreign jurisdictions in which we conduct our business.
The applicable federal, state and foreign healthcare laws and regulations that may affect our ability to operate include: ® the
federal Anti- Kickback Statute, which prohibits, among other things, persons from knowingly and willfully soliciting, offering,
receiving or providing remuneration, directly or indirectly, in cash or in kind, to induce or reward, or in return for, either the
referral of an individual for, or the purchase, order or recommendation of, any good or service, for which payment may be made
under federal and state healthcare programs, such as Medicare and Medicaid; e federal civil and criminal false claims laws and
civil monetary penalty laws, including the federal False Claims Act, which impose criminal and civil penalties, including civil
whistleblower or qui tam actions, against individuals or entities for knowingly presenting, or causing to be presented, to the
federal government, including the Medicare and Medicaid programs, claims for payment that are false or fraudulent or making a
false statement to avoid, decrease or conceal an obligation to pay money to the federal government; the federal Health Insurance
Portability and Accountability Act of 1996 (“ HIPAA ), which imposes criminal and civil liability for executing a scheme to
defraud any healthcare benefit program or making false statements relating to healthcare matters; ® HIPAA, as amended by the
Health Information Technology for Economic and Clinical Health Act of 2009 (“ HITECH ”), and their respective
implementing regulations, which impose obligations on covered healthcare providers, health plans, and healthcare
clearinghouses, as well as their business associates that create, receive, maintain or transmit individually identifiable 36kealth—-
health information for or on behalf of a covered entity, with respect to safeguarding the privacy, security and transmission of
individually identifiable health information; e the federal Open Payments program, which requires manufacturers of certain
approved drugs, devices, biologics and medical supplies for which payment is available under Medicare, Medicaid or the
Children’ s Health Insurance Program, with specific exceptions, to report annually to the Centers for Medicare & Medicaid
Services (“ CMS 7), information related to “ payments or other transfers of value ” made to physicians, which is defined to
include doctors, dentists, optometrists, podiatrists and chiropractors, and teaching hospitals and applicable manufacturers and
applicable group purchasing organizations to report annually to CMS ownership and investment interests held by the physicians
and their immediate family members. Data collection began on August 1, 2013 with requirements for manufacturers to submit
reports to CMS by March 31, 2014 and 90 days after the end each subsequent calendar year. Disclosure of such information was
made by CMS on a publicly available website beginning in September 2014; and e analogous state and foreign laws and
regulations, such as state anti- kickback and false claims laws, which may apply to sales or marketing arrangements and claims
involving healthcare items or services reimbursed by non- governmental third- party payors, including private insurers; state and
foreign laws that require pharmaceutical companies to comply with the pharmaceutical industry’ s voluntary compliance



guidelines and the relevant compliance guidance promulgated by the federal government or otherwise restrict payments that
may be made to healthcare providers; state and foreign laws that require drug manufacturers to report information related to
payments and other transfers of value to physicians and other healthcare providers or marketing expenditures; and state and
foreign laws governing the privacy and security of health information in certain circumstances, many of which differ from each
other in significant ways and often are not preempted by HIPAA, thus complicating compliance efforts. Efforts-39Efforts to
ensure that our business arrangements with third parties will comply with applicable healthcare laws and regulations may
involve substantial costs. It is possible that governmental authorities will conclude that our business practices may not comply
with current or future statutes, regulations or case law involving applicable fraud and abuse or other healthcare laws and
regulations. If our operations are found to be in violation of any of these laws or any other governmental regulations that may
apply to us, we may be subject to significant civil, criminal and administrative penalties, including, without limitation, damages,
fines, imprisonment, exclusion from participation in government healthcare programs, such as Medicare and Medicaid, and the
curtailment or restructuring of our operations, which could have a material adverse effect on our business. If any of the
physicians or other healthcare providers or entities with whom we expect to do business, including our collaborators, is found
not to be in compliance with applicable laws, it may be subject to criminal, civil or administrative sanctions, including
exclusions from participation in government healthcare programs, which could also materially affect our business. Risks Related
to Intellectual Property and Potential Disputes with Licensors ThereofIf we are unable to obtain and maintain sufficient patent
protection for UNLOXCYT, our technology and products, our competitors could develop and commercialize technology and
products similar or identical to ours, and our ability to successfully commercialize , market and sell UNLOXCYT, our
technology and products may be impaired. Our commercial success will depend in part on obtaining and maintaining patent
protection and trade secret protection in the United States and other countries with respect to UNLOXCYT, our product
candidates or any future product candidate that we may license or acquire and the methods we use to manufacture them, as well
as successfully defending these patents and trade secrets against third- party challenges. We seek to protect our proprietary
position by filing patent applications in the United States and abroad related to our novel technologies and product candidates,
and by maintenance of our trade secrets through proper procedures. We will only be able to protect our technologies from
unauthorized use by third parties to the extent that valid and enforceable patents or trade secrets cover them in the market they
are being used or developed. The patent prosecution process is expensive and time- consuming, and we may not be able to file
and prosecute all necessary or desirable patent applications at a reasonable cost or in a timely manner. It is also possible that we
will fail to identify any patentable aspects of our research and development output and methodology, and, even if we do, an
opportunity to obtain patent protection may have passed. Given the uncertain and time- consuming process of filing patent
applications and prosecuting them, it is possible that our product (s) or process (es) originally covered by the scope of our patent
applications may change or be modified throughout the patent prosecution process, leaving our product (s) or process (es)
without patent protection. If our licensors or we fail to obtain or maintain patent protection or trade secret protection for
UNLOXCYT or one or more product candidates or any future product candidate we may license or acquire, third parties may
be able to leverage our proprietary information and products without risk of infringement, which could impair our ability to
compete 3##in the market and adversely affect our ability to generate revenues and achieve profitability. Moreover, should we
enter into other collaborations we may be required to consult with or cede control to collaborators regarding the prosecution,
maintenance, defense and enforcement of patents licensed or developed under such collaborations. Therefore, these patents and
applications may not be prosecuted, defended, and enforced in a manner consistent with the best interests of our business. The
patent position of biotechnology and pharmaceutical companies generally is highly uncertain, involves complex legal and
factual questions and has in recent years been the subject of much litigation. In addition, no consistent policy regarding the
breadth of claims allowed in pharmaceutical or biotechnology patents has emerged to date in the U. S. The patent situation
outside the U. S. is even more uncertain. The patent laws of foreign countries may not protect our patent rights to the same
extent as the laws of the United States, and we may fail to seek or obtain patent protection in all major markets. For example,
European patent law restricts the patentability of methods of treatment of the human body more than United States patent law
does. Publications of discoveries in the scientific literature often lag behind the actual discoveries, and patent applications in the
United States and other jurisdictions are typically not published until 18 months after a first filing, or in some cases not at all.
Therefore, we cannot know with certainty whether we or our licensors were the first to make the inventions claimed in patents
or pending patent applications that we own or licensed, or that we or our licensors were the first to file for patent protection of
such inventions. In the event that a third - party has also filed a U. S. patent application relating to UNLOXCYT or our product
candidates or a similar invention, depending upon the priority dates claimed by the competing parties, we may have to
participate in interference or derivation proceedings declared by the USPTO to determine priority of invention in the U. S. The
costs of these proceedings could be substantial and it is possible that our efforts to establish priority of invention would be
unsuccessful, resulting in a material adverse effect on our U. S. patent position. As a result, the issuance, scope, validity,
enforceability and commercial value of our or any of our respective licensors’ patent rights are highly uncertain. Our pending
and future patent applications may not result in patents being issued which protect our technology or products, in whole or in
part, or which effectively prevent-40prevent others from commercializing competitive technologies and products. 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. For example, the federal courts of the United States have taken an
increasingly dim view of the patent eligibility of certain subject matter, such as naturally occurring nucleic acid sequences,
amino acid sequences and certain methods of utilizing the same, which include their detection in a biological sample and
diagnostic conclusions arising from their detection. Such subject matter, which had long been a staple of the biotechnology and
biopharmaceutical industry to protect their discoveries, is now considered, with few exceptions, ineligible in the first instance for
protection under the patent laws of the United States. Accordingly, we cannot predict the breadth of claims that may be allowed



or enforced in our patents or in those licensed from a third- party. In addition, U. S. patent laws may change, which could
prevent or limit us from filing patent applications or patent claims to protect products and / or technologies or limit the
exclusivity periods that are available to patent holders, as well as affect the validity, enforceability, or scope of issued patents .
For example, the Leahy- Smith America Invents Act went into effect on March 16, 2013 and was a significant change in
U. S. patent law . Moreover, the patents or patent applications owned or filed by us, or by our licensors or other collaborators,
may be subject to a third- party pre- issuance submission of prior art to the USPTO, or to opposition, derivation, reexamination,
inter partes review, post- grant review or interference proceedings challenging our patent rights or the patent rights of our
licensors or collaborators. The costs of these proceedings could be substantial and it is possible that our efforts to establish
priority of invention would be unsuccessful, resulting in a material adverse effect on our U. S. patent position. An adverse
determination in any such submission, patent office trial, proceeding or litigation could reduce the scope of, render
unenforceable, or invalidate, our patent rights, allow third parties to commercialize our technology or products and compete
directly with us, without payment to us, or result in our inability to manufacture or commercialize products without infringing
third- party patent rights. In addition, if the breadth or strength of protection provided by our patents and patent applications is
threatened, it could dissuade companies from collaborating with us to license, develop or commercialize UNLOXCYT, or
current or future product candidates. Even if our patent applications issue as patents, they may not issue in a form that will
provide us with any meaningful protection, prevent competitors from competing with us or otherwise provide us with any
competitive advantage. Our competitors may be able to circumvent our owned or licensed patents by developing similar or
alternative technologies or products in a non- infringing manner. The issuance of a patent does not foreclose challenges to its
inventorship, scope, validity or enforceability. Therefore, our owned and licensed 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, in whole or in part, 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 products. Given the amount of time required for the development, testing and regulatory review of new product
38eandidates—- candidates , patents protecting such product candidates might expire before or shortly after such product
candidates are commercialized. As a result, our owned and licensed patent portfolio may not provide us with sufficient rights to
exclude others from commercializing products similar or identical to ours. We may need to license certain intellectual property
from third parties, and such licenses may not be available or may not be available on commercially reasonable terms. A third -
party may hold intellectual property, including patent rights that are important or necessary to the development and
commercialization of our preduets— product . [t may be necessary for us to use the patented or proprietary technology of third
parties, whom may or may not be interested in granting such a license, to commercialize UNLOXCYT or our products, in
which case we would be required to obtain a license from these third parties on commercially reasonable terms, or our business
could be harmed, possibly materially. ¥We-41We depend on our licensors to maintain and enforce the intellectual property
covering certain of our product and product candidates. We have limited, if any, control over the resources that our licensors
can or will devote to securing, maintaining, and enforcing patents protecting our product and product candidates. We depend on
our licensors to protect the proprietary rights covering our antibody and certain of our small molecule product candidates and we
have limited, if any, control over the amount or timing of resources that they devote on our behalf, or the priority they place on,
maintaining patent rights and prosecuting patent applications to our advantage. Moreover, we have limited, if any, control over
the strategies and arguments employed in the maintenance of patent rights and the prosecution of patent applications to our
advantage. Our licensors, depending on the patent or application, are responsible for maintaining issued patents and prosecuting
patent applications for our antibody and certain of our small molecule product candidates. We cannot be sure that they will
perform as required. Should they decide they no longer want to maintain any of the patents licensed to us, they are required to
afford us the opportunity to do so at our expense. If our licensors do not perform, and if we do not assume the maintenance of
the licensed patents in sufficient time to make required payments or filings with the appropriate governmental agencies, we risk
losing the benefit of all or some of those patent rights. Moreover, and possibly unbeknownst to us, our licensors may experience
serious difficulties related to their overall business or financial stability, and they may be unwilling or unable to continue to
expend the financial resources required to maintain and prosecute these patents and patent applications. While we intend to take
actions reasonably necessary to enforce our patent rights, we depend, in part, on our licensors to protect a substantial portion of
our proprietary rights and to inform us of the status of those protections and efforts thereto. Our licensors may also be notified of
alleged infringement and be sued for infringement of third- party patents or other proprietary rights. We may have limited, if
any, control or involvement over the defense of these claims, and our licensors could be subject to injunctions and temporary or
permanent exclusionary orders in the U. S. or other countries. Our licensors are not obligated to defend or assist in our defense
against third- party claims of infringement. We have limited, if any, control over the amount or timing of resources, if any, that
our licensors devote on our behalf or the priority they place on defense of such third- party claims of infringement. Because of
the uncertainty inherent in any patent or other litigation involving proprietary rights, we or our licensors may not be successful
in defending claims of intellectual property infringement alleged by third parties, which could have a material adverse effect on
our results of operations. Regardless of the outcome of any litigation, defending the litigation may be expensive, time-
consuming and distracting to management. Protecting our proprietary rights is difficult and costly, and we may be unable to
ensure their protection. The degree of future protection for our proprietary rights is uncertain, because legal means afford only
limited protection and may not adequately protect our rights or permit us to gain or keep our competitive advantage, in addition
to being costly and time consuming to undertake. For example: ® our licensors might not have been the first to make the
inventions covered by each of our pending patent applications and issued patents; ® our licensors might not have been the first
to file patent applications for these inventions; ® others may independently develop similar or alternative technologies or
duplicate UNLOXCYT, our product candidates or any future product candidate technologies; 39-e it is possible that none of the



pending patent applications licensed to us will result in issued patents; @ the scope of our issued patents may not extend to
competitive products developed or produced by others; o the issued patents covering UNLOXCYT, our product candidates or
any future product candidate may not provide a basis for market exclusivity for active products, may not provide us with any
competitive advantages, or may be challenged by third parties; ® we may not develop additional proprietary technologies that
are patentable; or e intellectual property rights of others may have an adverse effect on our business. We-42We may become
involved in lawsuits to protect or enforce our patents or other intellectual property, which could be expensive, time consuming
and unsuccessful, and an unfavorable outcome in any litigation would harm our business. Competitors may infringe our issued
patents or other intellectual property. To counter infringement or unauthorized use, we may be required to file one or more
actions for patent infringement, which can be expensive and time consuming. Any claims we assert against accused infringers
could provoke these parties to assert counterclaims against us alleging invalidity of our patents or that we infringe their patents;
or provoke those parties to petition the USPTO to institute inter partes review against the asserted patents, which may lead to a
finding that all or some of the claims of the asserted patents are invalid. In addition, in a patent infringement proceeding, a court
may decide that a patent of ours is invalid or unenforceable, in whole or in part, construe the patent’ s claims narrowly or 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 proceeding could put one or more of our pending patents at risk of being
invalidated, rendered unenforceable, or interpreted narrowly. Because of the substantial amount of discovery required in
connection with intellectual property litigation, there is a risk that some of our confidential information could be compromised
by disclosure during this type of litigation. Furthermore, adverse results on U. S. patents may affect related patents in our global
portfolio. Our ability to develop, manufacture, market and sell UNLOXCYT, one or more of our product candidates or any
future product candidate that we may license or acquire depends upon our ability to avoid infringing the proprietary rights of
third parties. Numerous U. S. and foreign issued patents and pending patent applications, which are owned by third parties, exist
in the general fields of fully human immuno- oncology targeted antibodies and targeted anti- cancer agents and cover the use of
numerous compounds and formulations in our targeted markets. Because of the uncertainty inherent in any patent or other
litigation involving proprietary rights, we and our licensors may not be successful in defending intellectual property claims
asserted by third parties, which could have a material adverse effect on our results of operations. Regardless of the outcome of
any litigation, defending the litigation may be expensive, time- consuming and distracting to management. In addition, because
patent applications can take many years to issue, there may be currently pending applications that are unknown to us, which
may later result in issued patents that UNLOXCYT or one or more of our product candidates may infringe. There could also be
existing patents of which we are not aware that UNLOXCYT or one or more of our product candidates may infringe, even if
only inadvertently. Even if resolved in our favor, litigation or other legal proceedings relating to intellectual property claims may
cause us to incur significant expenses and could distract our technical and management personnel from their normal
responsibilities. In addition, there could be public announcements of the results of hearings, motions or other interim
proceedings or developments and if securities analysts or investors perceive these results to be negative, it could have a
substantial adverse effect on the price of our common stock. Such litigation or proceedings could substantially increase our
operating losses and reduce the resources available for development activities or any future sales, marketing or distribution
activities. We may not have sufficient financial or other resources to conduct such litigation or proceedings adequately. Some of
our competitors may be able to sustain the costs of such litigation or proceedings more effectively than we can because of their
greater financial resources. Uncertainties resulting from the initiation and continuation of patent litigation or other proceedings
could compromise our ability to compete in the marketplace. There is a substantial amount of litigation involving patent and
other intellectual property rights in the biotechnology and biopharmaceutical industries generally. If a third- party claims that we
infringe their patents or misappropriated their technology, we could face a number of issues, including: e infringement and
other intellectual property claims which, with or without merit, can be expensive and time consuming to litigate and can divert
management’ s attention from our core business; ® substantial damages for past infringement which we may have to pay if a
court decides that UNLOXCYT or our product infringes a competitor’ s patent; @ a court prohibiting us from selling or
licensing UNLOXCYT or our product unless the patent holder licenses the patent to us, which it would not be required to do;
46-e if a license is available from a patent holder, we may have to pay substantial royalties or grant cross licenses to our patents;
and e redesigning our processes so they do not infringe, which may not be possible or could require substantial funds, time, and
may result in an inferior or less- desirable process or product. #43If we fail to comply with our obligations under our
intellectual property licenses and third- party funding arrangements, we could lose rights that are important to our business. We
have in- licensed the rights to all of our product and product candidates from third parties. Any disputes between us and any of
our licensors regarding our rights under our license agreements may impact our ability to develop and commercialize these
product and product candidates. Any uncured, material breach under any of our license agreements could result in our loss of
exclusive rights to one or more of our product candidates and may lead to a complete termination of our related product
development efforts. We are currently a party to license agreements with Dana- Farber, Adimab, NeuPharma and Jubilant. In
the future, we may become party to additional licenses that are important for product development and commercialization. If we
fail to comply with our obligations under current or future license and funding agreements, our counterparties may have the right
to terminate these agreements, in which event we might not be able to develop, manufacture or market any product or utilize any
technology that is covered by these agreements or may face other penalties under the agreements. Such an occurrence could
materially and adversely affect the value of a product candidate being developed under any such agreement or could restrict our
drug discovery activities. Termination of these agreements or reduction or elimination of our rights under these agreements may
result in our having to negotiate new or reinstated agreements with less favorable terms, or cause us to lose our rights under
these agreements, including our rights to important intellectual property or technology. We may be subject to claims that our
employees have wrongfully used or disclosed alleged trade secrets of their former employers. As is common in the



biotechnology and pharmaceutical industry, we employ individuals who were previously employed at other biotechnology or
pharmaceutical companies, including our competitors or potential competitors. Although no claims against us are currently
pending, we may be subject to claims that we or these employees have inadvertently or otherwise used or disclosed trade secrets
or other proprietary information of their former employers. Even if frivolous or unsubstantiated in nature, litigation may be
necessary to defend against these claims. Even if we are successful in defending against these claims, litigation could result in
substantial costs and be a distraction to management and the implicated employee (s). If we are unable to protect the
confidentiality of our trade secrets, our business and competitive position would be harmed. In addition to seeking patent
protection for UNLOXCYT, our product candidates or any future product candidate, we also rely on trade secrets, including
unpatented know- how, technology and other proprietary information, to maintain our competitive position, particularly where
we do not believe patent protection is appropriate or obtainable. However, trade secrets are difficult to protect. We limit
disclosure of such trade secrets where possible but we also seek to protect these trade secrets, in part, by entering into non-
disclosure and confidentiality agreements with parties who do have access to them, such as our employees, our licensors,
corporate collaborators, outside scientific collaborators, contract manufacturers, consultants, advisors and other third parties. We
also enter into confidentiality and invention or patent assignment agreements with our employees and consultants. Despite these
efforts, any of these parties may breach the agreements and may unintentionally or willfully disclose our proprietary
information, including our trade secrets, and we may not be able to obtain adequate remedies for such breaches. Enforcing a
claim that a party illegally disclosed or misappropriated a trade secret is difficult, expensive and time- consuming, and the
outcome is unpredictable. In addition, some courts inside and outside the United States are less willing or unwilling to protect
trade secrets. Moreover, if any of our trade secrets were to be lawfully obtained or independently developed by a competitor, we
would have no right to prevent them, or those to whom they communicate it, from using that technology or information to
compete with us. If any of our trade secrets were to be disclosed to or independently developed by a competitor, our competitive
position would be harmed. Risks Relating-Related to Our Platform and DataOur business and operations would suffer in the
event of computer system failures, cyber- attacks, or deficiencies in our or third parties’ cybersecurity. We are increasingly
dependent upon information technology systems, infrastructure, and data to operate our business. In the ordinary course of
business, we collect, store, and transmit confidential information, including, but not limited to, information related to our
4tinteHeetaal—- intellectual property and proprietary business information, personal information, and other confidential
information. It is critical that we maintain such confidential information in a manner that preserves its confidentiality and
integrity. Furthermore, we have outsourced elements of our operations to third - party vendors, who each have access to our
confidential information, which increases our disclosure risk. Adthetugh-44Although we have implemented internal security and
business continuity measures and have developed an information technology infrastructure, our internal computer systems, as
well as those of current and future third parties on which we rely, are vulnerable to damage from computer viruses and
unauthorized access and may fail. Our information technology and other internal infrastructure systems, including corporate
firewalls, servers, data center facilities, lab equipment, and internet connection, face the risk of breakdown or other damage or
interruption from service interruptions, system malfunctions, natural disasters, terrorism, war, and telecommunication and
electrical failures, as well as security breaches from inadvertent or intentional actions by our employees, contractors,
consultants, business partners, and / or other third parties, or from cyber- attacks by malicious third parties (including the
deployment of harmful malware, ransomware, denial- of- service attacks, social engineering and other means to affect service
reliability and threaten the confidentiality, integrity and availability of information), each of which could compromise our
system infrastructure or lead to the loss, destruction, alteration, disclosure, or dissemination of, or damage or unauthorized
access to, our data or data that is processed or maintained on our behalf, or other assets. In addition, the loss or corruption of, or
other damage to, clinical trial data from completed or future clinical trials could result in delays in our regulatory approval
efforts and could significantly increase our costs to recover or reproduce the data. Likewise, we will rely on third parties for the
manufacture of our current or future drug candidates and to conduct clinical trials, and similar events relating to their systems
and operations could also have a material adverse effect on our business and lead to regulatory agency actions. The risk of a
security breach or disruption, particularly through cyber- attacks or cyber intrusion, including by computer hackers, foreign
governments, and cyber terrorists, has generally increased as the number, intensity, and sophistication of attempted attacks and
intrusions from around the world have increased. Sophisticated cyber attackers (including foreign adversaries engaged in
industrial espionage) are skilled at adapting to existing security technology and developing new methods of gaining access to
organizations’ sensitive business data, which could result in the loss of proprietary information, including trade secrets. We may
be unable to anticipate all types of security threats and to implement preventive measures effective against all such security
threats. The techniques used by cyber criminals change frequently, may not be recognized until launched, and can originate from
a wide variety of sources, including outside groups such as external service providers, organized crime affiliates, terrorist
organizations, or hostile foreign governments or agencies. Any security breach or other event leading to the loss or damage to,
or unauthorized access, use, alteration, disclosure, or dissemination of, personal information, including personal information
regarding clinical trial subjects, contractors, directors, or employees, our intellectual property, proprietary business information,
or other confidential or proprietary information, could directly harm our reputation, enable competitors to compete with us more
effectively, compel us to comply with federal and / or state breach notification laws and foreign law equivalents, subject us to
mandatory corrective action, or otherwise subject us to liability under laws and regulations that protect the privacy and security
of personal information. Each of the foregoing could result in significant legal and financial exposure and reputational damage
that could adversely affect our business. Notifications and follow- up actions related to a security incident could impact our
reputation or cause us to incur substantial costs, including legal and remediation costs, in connection with these measures and
otherwise in connection with any actual or suspected security breach. Our efforts to detect and prevent security incidents and
otherwise implement our internal security and business continuity measures, including those connected with any actual,



potential, or anticipated attack, may cause us to incur significant cost, including those connected with the engagement of
additional personnel (including third- party experts and consultants), employment protection technologies, and employee
training. The costs related to significant security breaches or disruptions could be material and our insurance policies may not be
adequate to compensate us for the potential losses arising from any such disruption in, or failure or security breach of, our
systems or third- party systems where information important to our business operations or commercial development is stored or
processed. In addition, such insurance may not be available to us in the future on economically reasonable terms, or at all.
Further, our insurance may not cover all claims made against us and could have high deductibles in any event, and defending a
suit, regardless of its merit, could be costly and divert management attention. Furthermore, if the information technology
systems of our third- party vendors and other contractors and consultants become subject to disruptions or security breaches, we
may have insufficient recourse against such third parties and we may 42have—- have to expend significant resources to mitigate
the impact of such an event, and to develop and implement protections to prevent future events of this nature from occurring.
The occurrence of such a cybersecurity breach could result in interruptions in our operations, material disruption of our
development programs or our business operations, and may cause us financial, legal, business, or reputational harm. Risles
45Risks Relating-Related to Our Control by Fortress Biotech Inc. Fortress controls a voting majority of our common stock.
Pursuant to the terms of the Class A common stock held by Fortress, Fortress is entitled to cast, for each share of Class A
common stock held by Fortress, the number of votes that is equal to one and one- tenth (1. 1) times a fraction, the numerator of
which is the sum of the shares of outstanding common stock and the denominator of which is the number of shares of
outstanding Class A common stock. Accordingly, as long as Fortress owns any shares of Class A common stock, they will be
able to control or significantly influence all matters requiring approval by our stockholders, including the election of directors
and the approval of mergers or other business combination transactions. The interests of Fortress may not always coincide with
the interests of other stockholders, and Fortress may take actions that advance its own interests and are contrary to the desires of
our other stockholders. Moreover, this concentration of voting power may delay, prevent or deter a change in control of us even
when such a change may be in the best interests of all stockholders, could deprive our stockholders of an opportunity to receive
a premium for their common stock as part of a sale of €heelepeint-us or our assets, and might affect the prevailing market price
of our common stock. Fortress has the right to receive a significant grant of shares of our common stock annually which will
result in the dilution of your holdings of common stock upon each grant, which could reduce their value. Under the terms of the
Founders Agreement, which became effective as of March 17, 2015 and was amended and restated on July 11, 2016 (the “
Founders Agreement ), Fortress has the right to receive an annual grant of shares of our common stock equal to 2. 5 % of the
fully diluted outstanding equity at the time of issuance on January 1 of each year. This annual issuance of shares to Fortress will
dilute your holdings in our common stock and, if the value of Cheekpeint-the Company has not grown over the prior year,
would result in a reduction in the value of your shares. We might have received better terms from unaffiliated third parties than
the terms we receive in our agreements with Fortress. The agreements we entered into with Fortress in connection with the
separation include a Management Services Agreement and the Founders Agreement. While we believe the terms of these
agreements are reasonable, they might not reflect terms that would have resulted from arm’ s- length negotiations between
unaffiliated third parties. The terms of the agreements relate to, among other things, payment of a royalty on product sales and
the provision of employment and transition services. We might have received better terms from third parties because, among
other things, third parties might have competed with each other to win our business. Risks Related to Conflicts of InterestThe
Chairman of our Board of Directors is also the Executive Chairman, President and Chief Executive Officer of TGTX, with
whom we previously had a collaboration agreement and a sublicense agreement. As a result, during the terms of these
agreements, certain conflicts of interest could have arisen which would have required the attention of our officers and
independent directors who are unaffiliated with TGTX. In connection with our license agreement with Dana- Farber and
Adimab, we entered into a collaboration agreement with TGTX to develop and commercialize the anti- PD- L1 and anti- GITR
antibody research programs, including cosibelimab in the field of hematological malignancies. In connection with our license
agreement with Jubilant, we entered into a sublicense agreement with TGTX to develop and commercialize the Jubilant family
of patents covering compounds that inhibit BET proteins such as BRD4, including CK- 103, in the field of hematological
malignancies. Michael S. Weiss, our Chairman of the Board of Directors, is also the Executive Chairman, President and Chief
Executive Officer of TGTX. Effective September 30, 2023, the Company and TGTX agreed to mutually terminate these
collaborations. 43Fhe-46The dual roles of our directors who also serve in similar roles with Fortress could create a conflict of
interest and will require careful monitoring by our independent directors. We share some directors with Fortress which could
create conflicts of interest between the two companies in the future. While we believe that the Founders Agreement and the
Management Services Agreement were negotiated by independent parties on both sides on arm’ s length terms, and the fiduciary
duties of both parties were thereby satisfied, in the future situations may arise under the operation of both agreements that may
create a conflict of interest. We will have to be diligent to ensure that any such situation is resolved by independent parties. In
particular, under the Management Services Agreement, Fortress and its affiliates are free to pursue opportunities which could
potentially be of interest to €heekpeintus , and they are not required to notify €heekpetnt-us prior to pursuing the opportunity.
Any such conflict of interest or pursuit by Fortress of a corporate opportunity independent of €heekpeint-us could expose us to
claims by our investors and credrtors and could harm our results of operatrons General RisksMajor public health issues ;-and
global health crises spee ; ould have an adverse impact on our
financial condition and results of operatrons and other aspects of our busrness Major publlc Gﬂ—M&feh—l—l—2929—t-he—W0r}&
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eoronavirts-were-to-wersen;-our business operations eewtd-to be delayed or interrupted. For instance, our clinical trials may be
affected by-the-pandemie-. Site initiation, participant recruitment and enrollment, participant dosing, distribution of clinical trial
materials, study monitoring and data analysis may be paused or delayed due to changes in hospital or university policies,
federal, state or local regulations, prioritization of hospital resources toward pandemie-response cfforts, or other reasons related
to the-pandemie-a major public health issue or global health crisis . [f a major health issue develops the-eorenavirus
eontintes-to-spread;-or if new-vartants-emerge-a global health crisis occurs , some participants and clinical investigators may
not be able to comply with clinical trial protocols. We currently rely on third parties, such as contract laboratories, contract
research organizations, medical institutions and clinical investigators to conduct these studies and clinical trials. If these third
parties themselves are adversely impacted by restrictions resulting from the-eerenavirus-outbreak-a major public health issue
or global health crisis , we will likely experience delays and / or realize additional costs. We also rely on third parties for the
manufacture of our product candidates for preclinical and clinical testing. Disruptions to the global supply chain could impact
our or our third- party manufacturers’ ability to obtain raw materials or other products necessary to manufacture and distribute
our product candidates. As a result, our efforts to obtain regulatory approvals for, and to commercialize, our product and
product candidates may be delayed or disrupted. We may not be able to manage our business effectively if we are unable to
attract and retain key personnel. We may not be able to attract and / or retain qualified management and commercial, scientific
and clinical personnel in the future due to the intense competition for qualified personnel among biotechnology, pharmaceutical
and other businesses. If we are not able to attract and retain necessary personnel to accomplish our business objectives, we may
experience constraints that will significantly impede the achievement of our development objectives, our ability to raise
additional capital and our ability to implement our business strategy. Our employees or third- party contractors may engage in
misconduct or other improper activities, including noncompliance with regulatory standards and requirements, which could have
a material adverse effect on our business. We are exposed to the risk of employee fraud or other misconduct. Misconduct by
employees or third- party contractors could include intentional failures to comply with FDA regulations, provide accurate
information to the FDA, comply with manufacturing standards we have established, comply with federal and state health- care
fraud and abuse laws and regulations, report financial information or data accurately or 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, bribery, 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 or third- party contractors > misconduct could also involve the improper use of
information obtained in the course of clinical trials, which could result in regulatory sanctions and serious 44hatm—- harm to
our reputation, as well as civil and criminal liability. 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. 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 and results of operations, including the imposition of significant fines and / or other civil and / or criminal
sanctions. ¥#-47If we fail to comply with environmental, health and safety laws and regulations, we could become subject to
fines or penalties or incur costs that could harm our business. We are subject to numerous environmental, health and safety laws
and regulations, including those governing laboratory procedures and the handling, use, storage, treatment and disposal of
hazardous materials and wastes. Our operations involve the use of hazardous and flammable materials, including chemicals and
biological materials. Our operations also produce hazardous waste products. We generally contract with third parties for the
disposal of these materials and wastes. We cannot eliminate the risk of contamination or injury from these materials. Although
we believe that the safety procedures for handling and disposing of these materials comply with the standards prescribed by
these laws and regulations, we cannot eliminate the risk of accidental contamination or injury from these materials. In the event
of contamination or injury resulting from our use of hazardous materials, we could be held liable for any resulting damages, and
any liability could exceed our resources. We also could incur significant costs associated with civil or criminal fines and
penalties 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. In addition, we may incur substantial costs in order to comply with current or future environmental, health
and safety laws and regulations. These current or future laws and regulations may impair our research, development or
production efforts. Our failure to comply with these laws and regulations also may result in substantial fines, penalties or other
sanctions. Our business and operations would suffer in the event of system failures. Despite the implementation of security
measures, our internal computer systems are vulnerable to damage from computer viruses, unauthorized access, natural disasters,
terrorism, war and telecommunication and electrical failures. Any system failure, accident or security breach that causes
interruptions in our operations could result in a material disruption of our drug development programs. For example, the loss of
clinical trial data from completed clinical trials for one or more of our product conducts could result in delays in our regulatory
approval efforts and significantly increase our costs to recover or reproduce the data. To the extent that any disruption or
security breach results in a loss or damage to our data or applications, or inappropriate disclosure of confidential or proprietary
information, we may incur liability and the further development of one or more of our product and product candidates may be
delayed. The market price and trading volume of our common stock has been volatile. Our stock may continue to be subject to
substantial price and volume fluctuations due to a number of factors, many of which are beyond our control and may prevent our
stockholders from reselling our common stock at a profit. The market prices for securities of biotechnology and pharmaceutical
companies have historically been highly volatile, and the market has from time to time experienced significant price and volume



fluctuations that are unrelated to the operating performance of particular companies. The market price and trading volume of our
common stock has been highly volatile and is likely to continue to be highly volatile and may fluctuate substantially due to
many factors, including: ® announcements relating to the clinical development of our product or product candidates; ®
announcements concerning the progress of our efforts to obtain regulatory approval for and commercialize our product and
product candidates or any future product candidate, including any requests we receive from the FDA, or comparable regulatory
authorities outside the United States, for additional studies or data that result in delays or additional costs in obtaining regulatory
approval or launching these product or product candidates, if approved; 45-e the depth and liquidity of the market for our
common stock; e investor perceptions about us and our business; ® market conditions in the pharmaceutical and
biotechnology sectors or the economy as a whole, which may be impacted by economic or other crises or external factors,
including the effects of the COVID- 19 pandemic on the global economy; e price and volume fluctuations in the overall
stock market; 48 o the failure of UNLOXCYT or one or more of our product candidates or any future product
candidate, if approved, to achieve commercial success; ® announcements of the introduction of new products by us or
our competitors; ® developments concerning product development results or intellectual property rights of others; o
litigation or public concern about the safety of UNLOXCYT and our potential products; e actual fluctuations in our
quarterly operating results, and concerns by investors that such fluctuations may occur in the future; e deviations in our
operating results from the estimates of securities analysts or other analyst comments; e additions or departures of key
personnel; e health care reform legislation, including measures directed at controlling the pricing of pharmaceutical
products, and third- party coverage and reimbursement policies; ® developments concerning current or future strategic
collaborations; and e discussion of us or our stock price by the financial and scientific press and in online investor
communities. We may become involved in securities class action litigation that could divert management’ s attention and
harm our business. The market price and trading volume of our common stock has been highly volatile and is likely to
continue to be highly volatile. In addition, the stock markets have from time to time experienced significant price and
volume fluctuations that have affected the market prices for the common stock of biotechnology and pharmaceutical
companies. These broad market fluctuations may cause the market price of our stock to decline. In the past, securities
class action litigation has often been brought against a company following a decline in the market price of its securities.
This risk is especially relevant for us because biotechnology and biopharmaceutical companies have experienced
significant stock price volatility in recent years. We may become involved in this type of litigation in the future.
Litigation often is expensive and diverts management’ s attention and resources, which could adversely affect our
business. See Part I, Item 3, Legal Proceedings. 49



