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Investing in our common stock involves a high degree of risk. Investors should carefully consider all of the risk factors and
uncertainties described below, in addition to the other information contained in this Annual Report on Form 10- K, including the
section of this report titled “ Management’ s Discussion and Analysis of Financial Condition and Results of Operations ” and our
consolidated financial statements and related notes, before investing in our common stock. The risks described below may not
be the only ones relating to our company and additional risks that we currently believe are immaterial may also affect us. If any
of these risks, including those described below, materialize, our business, competitive position, reputation, financial condition,
results of operations, cash flows and future prospects could be seriously harmed. In these circumstances, the market price of our
securities could decline, and investors may lose all or a part of their investment. Risks Related to Our Financial Results and-,
Capital Needs , and Review of Strategic Alternatives Our activities to review and pursue strategic alternatives may not
result in a strategic transaction, and even if we do consummate a strategic transaction, there is no assurance that it will
deliver the benefits we expect or enhance stockholder value. In January 2025, we announced that our board of directors
has initiated a process to explore a range of strategic alternatives to maximize value for our stockholders. We previously
engaged a well- known financial advisor to support the assessment of opportunities to advance and realize value from
our CAR- T assets, for which we announced that we have since paused the CAR T programs and discontinued
development operations in March 2025. The advisor’ s scope was expanded to include a wider range of additional
strategic alternatives, which may include, but are not limited to, an acquisition, merger, reverse merger, other business
combinations, sale of assets, or other strategic transactions. We are actively in discussions with several potential parties.
We have not set a definitive timetable for completion of this process, and there can be no assurance regarding the results
or outcome of this process. It is possible that we may not pursue a strategic alternative as a result of this process, that a
strategic alternative that has been pursued may not be attractive, or that a strategic alternative may not ultimately be
consummated. As part of the process, our board of directors will consider a full range of strategic alternatives, including,
but not limited to, those identified in range of strategic alternative described above. We expect to devote significant time
and resources and to incur expenses in identifying and evaluating strategic alternatives for the company, which could
have a material adverse effect on our business. A considerable portion of these expenses may be incurred regardless of
whether a transaction is completed. Any such expenses will decrease the remaining cash available for use in our business.
In addition, potential strategic transactions that require stockholder approval may not be approved by our stockholders
or, if required, a counterparty’ s stockholders. Further, any strategic transaction that is completed ultimately may not
deliver the benefits we expect or enhance stockholder value. Pursuing or consummating any strategic transaction may
disrupt our management or business, require us to incur non- recurring or other charges, increase our near- and long-
term expenditures, and may pose significant integration challenges, which could adversely affect our operations and
financial results. For example, pursuing or consummating these transactions may entail numerous operational and
financial risks, including: ¢ the inability to retain our key employees or our other service providers; ¢ increased volatility
of our stock price; * higher than anticipated transaction or integration costs; * exposure to unknown liabilities; * write
downs of assets or goodwill or impairment charges; ¢ increased amortization expenses; and ¢ the possibility of future
litigation. Accordingly, there can be no assurance that we will undertake or successfully complete any strategic
transactions of the nature described above and any transactions that we do complete may be subject to the foregoing or
other risks and could have a material adverse effect on our business, financial condition and prospects. In the event that
we do not successfully identify a viable strategic alternative, or consummate such a transaction, or if we are unable to
raise sufficient capital to fund our operations, our board of directors may determine to pursue a liquidation and
dissolution or other wind down of our business. In such an event, the amount of cash available for distribution to our
stockholders, if any, will depend heavily on the timing of such liquidation as well as the amount of cash that will need to
be reserved for commitments and contingent liabilities. There can be no assurance that the process to identify strategic
alternatives for our business will result in a successfully consummated transaction. If we are unable to identify a viable
strategic alternative or if such a transaction is not completed in a timely manner, or if we are unable to raise sufficient
capital to fund our operations, our board of directors may determine to pursue a liquidation and dissolution or other
wind down of our business. In such an event, the amount of cash available for distribution to our stockholders, if any,
will depend heavily on the timing of such decision and, ultimately, such liquidation, since the amount of cash available
for distribution continues to decrease as we fund our operations while we evaluate our strategic options. In addition, if
our board of directors were to approve and recommend, and our stockholders were to approve, a dissolution and
liquidation of our business, we would be required under Delaware law (in addition to paying the costs of the liquidation)
to pay our outstanding obligations, as well as to make reasonable provisions for contingent and unknown obligations,
prior to making any distributions in liquidation to our stockholders. As a result of this requirement, a portion of our
assets may need to be reserved pending the satisfaction of such obligations. In addition, we may be subject to litigation or
other claims related to a liquidation and dissolution of our business. If a liquidation and dissolution are pursued, our
board of directors, in consultation with its legal and financial advisors, would need to evaluate these matters and make a
determination about a reasonable amount to reserve. Accordingly, holders of our securities may suffer a total loss of
their investment. We have incurred substantial losses since our inception and anticipate that we will continue to incur



substantial losses for the foreseeable future. Investment in biopharmaceutical product development is highly speculative because
it entails substantial upfront capital expenditures and significant risk that product candidates will fail to prove effective, gain
regulatory approval or become commercially viable. We have one product, Ebvallo, which is approved in the Ed-and-EEA, the
UK and Switzerland and have generated limited revenues from commercialization, and have incurred significant research,
development and other expenses related to our ongoing operations and expect to continue to incur such expenses. As a result, we
have incurred significant operating losses in every annual reporting period since our inception. For the year ended December 31,
2023-2024 , we reported a net loss of $ 276-85 . 44 million. We do not know when, or if, we will generate sufficient revenue
from commercialization to offset our operating expenses. We expect to continue to incur significant expenses and operating
losses for the foreseeable future as we continue to research, develop and seek regulatory approvals for our product candidates
and any additional product candidates we may acquire, in- license or develop. We may encounter unforeseen expenses,
difficulties, complications, delays and other unknown factors that may adversely affect our business. The size of our future net
losses will depend, in part, on the rate of change of our expenses and our ability to generate revenues. If any of our product
candidates fails in clinical studies or does not gain regulatory approval, or if approved, fails to achieve market acceptance, we
may never become profitable. Even if we achieve profitability in the future, we may not be able to sustain profitability in
subsequent periods. Our expenses may increase in the future as we continue to invest in research and development of our
existing product candidates, investigate and potentially acquire new product candidates. We have a limited operating history,
which may make it difficult to evaluate the success of our business to date and to assess our future viability. Our operations to
date have been limited to organizing and staffing our company, acquiring product and technology rights and conducting product
development activities for our product candidates. We have not yet demonstrated our ability to successfully complete any Phase
3 clinical studies, obtain regulatory approval in the U. S., consistently manufacture a commercial scale product or arrange for a
third party to do so on our behalf, or conduct sales and marketing activities necessary for successful commercialization for any
of our product candidates or arrange for a third party to do so on our behalf. In addition, the adoptive immunotherapy technology
underlying our T- cell product candidates, including our next- generation CAR T programs, is new and largely unproven. Any
predictions about our future success, performance or viability, particularly in view of the rapidly evolving immunotherapy field,
may prove to be inaccurate. In addition, as a young business, we may encounter unforeseen expenses, difficulties,
complications, delays and other known and unknown factors. We expect our financial condition and operating results to
continue to fluctuate significantly from quarter to quarter and year to year due to a variety of factors, many of which are beyond
our control. Accordingly, any of our quarterly or annual periods’ results are not indicative of future operating performance. We
have earned limited commercialization revenues to date. We may never achieve profitability. To date, we have generated only
limited revenues from commercialization. We have obtained regulatory approval for one product, Ebvallo, in the FG-EEA,
Switzerland and the UK. We have out- licensed the commercialization rights to tab- cel (Ebvallo in the BES-EEA, Switzerland
and the UK) to Pierre Fabre under the A & R Commercialization Agreement and we have sold certain royalty and milestone
interests for the Initial Territory, subject to a specified cap, to HCRx pursuant to the HCRx Agreement. Our ability to generate
revenues from commercialization and achieve profitability will be subject to the A & R Commercialization Agreement, the
HCRx Agreement and depend on our commercialization partners’ ability to successfully commercialize products, including any
of our current product and product candidates, and other product candidates that we may develop, in- license or acquire in the
future. Our ability to generate revenues from the sale of products and achieve profitability will also depend on a number of
additional factors, including our ability to: * successfully complete development activities, including the necessary clinical
studies with positive results; * complete and submit regulatory submissions to the FDA, EMA or other agencies and obtain
regulatory approval for indications for which there is a commercial market; * develop manufacturing and distribution processes
for our novel T- cell immunotherapy product candidates; « develop commercial quantities of our products, including at
acceptable cost levels; « establish and maintain adequate supply of our products, including cell lines with sufficient breadth to
treat patients; ¢ establish and maintain manufacturing and commercialization relationships with reliable third parties; ¢ qualify
our CMOs’ manufacturing facilities such that we can maintain the supply of our products by ensuring adequate manufacturing
of bulk drug substances and drug products in a manner that is compliant with global legal and regulatory requirements; * achieve
market acceptance of and pricing and reimbursement for our products, if any; ¢ attract, hire and retain qualified personnel; ¢
protect our rights in our intellectual property and regulatory protections portfolio; and * find suitable commercialization partners
who can obtain coverage and adequate reimbursement from third parties, including government payors, set commercially viable
prices, market, sell and distribute our approved products. Our revenues from Ebvallo or any product candidate for which
regulatory approval is obtained will be dependent, in part, upon the size of the markets in the territories for which we gain
regulatory approval, the accepted price for the product, the ability to get reimbursement at any price, and the terms and
conditions of our commercialization agreement with our partner for that territory. We do not retain any meaningful milestones or
royalty payments from Pierre Fabre for Ebvallo in the Initial Territory until the applicable royalty cap under the HCRx
Agreement is met, which could take many years, if at all. If the number of our addressable disease patients is not as significant
as we estimate, the indication approved by regulatory authorities is narrower than we expect, or the reasonably accepted
population for treatment is narrowed by competition, physician choice, treatment guidelines or a reduction in the incidence of
the addressable disease, our partners may not successfully commercialize our products, even if approved. The timing and
amount of any milestone and royalty payments we may receive from our partners, as well as the commercial success of our
products will depend on, among other things, the efforts, allocation of resources, negotiation of pricing and reimbursement and
successful commercialization of our products by our partners. As a result, even if we generate product revenues, we may not
become profitable and may need to obtain additional funding to continue operations. If we fail to become profitable or are
unable to sustain profitability on a continuing basis, then we may be unable to continue our operations at planned levels and
may be forced to reduce our operations. We will require substantial additional-near- term financing en-terms-aeeeptable-to



continue operations us-te-achieve-ourgoals-, and a failure to obtain this necessary capital when needed could force us to delay,
limit, reduce or terminate our product development or manufacturing efforts , impair our exploration of strategic alternatives,
or require us to pursue a liquidation and dissolution or other wind down of our business . We expect to expend substantial
resources for the foreseeable future to continue the chn1cal development and manufacturlng of our T- cell immunotherapy
product candidates ;-an ; ; pe g : : . We also expect to continue to
expend resources for the development and manufacturlng of our product and product cand1dates and the technology we have
licensed or have an exclusive right to license from our partners. These expenditures will include costs associated with research
and development, potentially acquiring or licensing new product candidates or technologies, conducting preclinical and clinical
studies and potentially obtaining regulatory approvals and manufacturing products. Under the terms of our license agreements
with each of our in- license partners, we are obligated to make payments upon the achievement of certain development,
regulatory and commercial milestones. In addition, other unanticipated costs may arise. Because the design and outcome of our
ongoing, planned and anticipated clinical studies is highly uncertain, we cannot reasonably estimate the actual amounts
necessary to successfully complete the development and commercialization of our product and product candidates. Our future
capital requirements depend on many factors, including: « the scope, progress, results and costs of researching and developing
our product candidates, and conducting preclinical and clinical studies; ¢ the timing of, and the costs involved in, obtaining
regulatory approvals for our product candidates, if clinical studies are successful, including any costs from post- market
requirements; ¢ the cost of contracting for the manufacture of our product and product candidates for clinical studies in
preparation for regulatory approval and in preparation for commercialization; ¢ our ability to establish and maintain strategic
licensing or other arrangements and the financial terms of such agreements; ¢ the costs to develop, acquire or in- license future
product candidates or technologies; ¢ the costs involved in preparing, filing, prosecuting, maintaining, expanding, defending and
enforcing patent claims, including litigation costs and the outcome of such litigation; ¢ the timing, receipt and amount of sales
of, or royalties on, our product and future products, if any; and * the emergence of competing technologies or other adverse
market developments. We expeet—do not belleve that our ex1st1ng cash, cash equ1valents and short term investments are

pla-nﬁed—tfa-ns%&eﬂ—e-ﬁsﬂbsta-nﬁaH-yea-H—actw1tles felat-l-ng—m the near term, and believe that approximately $ 15 million in

addltlonal ﬁnancmg is necessary to fund our ongomg activities requlred to achleve BLA approval for tab- cel at-the-time

6 op 0 6 . Such estimates antieipated
payments-arc estimates-based on assumptlons and plans that are subject to change and such changes could materially impact our
expected cash runway. These assumptions include the receipt of future payments that are dependent upon the successful
transition filing-and-apprevatof the-substantially all activities relating to tab- ccl BEA-to Pierre Fabre by the end of the
first quarter of 2025 , as well as the completion of specific development and regulatory activities by us and actions taken by
third parties, and are, therefore, uncertain at this time . Any delay in these transition and other activities will create
additional expenses and cash needs for us . Our operating plan may change as a result of many factors currently unknown to
us, and we may need additional funds sooner than planned. We do not have any committed external source of funds other than
milestone and royalty payments that we may receive under the A & R Commercialization Agreement, subject to the terms of the
HCRx Agreement. We do not retain any meaningful milestone or royalty payments related to the Initial Territory from Pierre
Fabre until the applicable royalty cap under the HCRx Agreement is met, if at all. As of December 31, 2623-2024 , we had total
cash, cash equivalents and short- term investments of $ 5342 . 75 million. Our existing cash, cash equivalents and short- term
investments as of December 31, 2623-2024 will not be sufficient to fund our planned operations for at least the next twelve
months from the date of issuance of these financial statements. These conditions raise substantial doubt about our ability to
continue as a going concern for at least 12 months after the issuance of the accompanying consolidated financial statements. To
alleviate the conditions that raise substantial doubt about our ability to continue as a going concern, we plan to secure additional
capital, potentially through a combination of public or private security offerings; use of our ATM facility; and / or strategic
transactions. We may also need to raise additional funding as required based on the status of our development programs and our
projected cash flows. Although we have been successful in raising capital in the past, and expect to continue to raise capital as
required, there is no assurance that we will be successful in obtaining sufficient funding on terms acceptable to us to fund
continuing operations, if at all, or identify and enter into any strategic transactions that will provide the capital that we will
require. If we are unable to obtain sufficient funding on acceptable terms, we could be forced to delay, limit, reduce or terminate
preehintealstadtes;clinical studies or other development activities for one or more of our product candidates , as well as our
exploration of strategic alternatives , which could have a material adverse effect on our business, results of operations, and
financial condition. Raising additional capital may cause dilution to our existing stockholders, restrict our operations or require
us to relinquish rights to our product candidates on terms that are unfavorable to us. We plan to seek required additional capital,
and may do so through a variety of means, including through private and public equity offerings and debt financings. For
example, in December 2022, we sold certain of our royalty and milestone interests related to the Initial Territory under the
amended-and-restated-Pierre Fabre Commercialization Agreement, subject to a specified cap, to HCRx pursuant to the HCRx
Agreement. To the extent that we raise additional capital through the sale of equity or convertible debt securities, or if existing
holders of warrants exercise their rights to purchase common stock, the ownership interest of existing stockholders will be
diluted, and the terms may include liquidation or other preferences that adversely affect the rights of stockholders. To the extent
equity valuations, including the trading price of our common stock, are depressed as a result of economic disruptions or other
uncertainties, for example due to rising inflationary pressures, the war in Ukraine, the war in the Middle East or other factors,
the potential magnitude of this dilution will increase. Debt financing, if available, may involve agreements that include
covenants limiting or restricting our ability to take certain actions, including incurring additional debt, making capital




expenditures, entering into licensing arrangements, or declaring dividends. If we raise additional funds from third parties, we
may have to relinquish valuable rights to our technologies or product candidates or grant licenses or other rights on terms that
are not favorable to us. If we are unable to raise additional funds through equity or debt financing when needed, we may be
required to delay, limit, reduce or terminate our product development efforts for our product candidates, grant to others the
10hts to de\ elop and market product candldates that we Would othemlse prefer to develop ourselves or take other dCthl]S that

Our WOIktorce reductions may not result in anticipated savings, could result in total costs and expenses that are greater than
expected and could disrupt our business. In August 2022, we reduced our workforce by approximately 20 % across all areas of
our company, including members of management. In November 2023, we further reduced our workforce by approximately 30
%. In January 2024, we announced another reduction of our workforce by approximately 25 % . In January 2025, we
announced another reduction of our workforce by approximately S0 %. In March 2025, we further reduced our
workforce by approximately 50 %, retaining approximately 35 employees essential to executing on our strategic
priorities . The reductions in force reflect a prioritization around key research and development programs and the reduction of
our expense profile. We may not realize, in full or in part, the anticipated benefits, savings and improvements in our cost
structure from our restructuring efforts due to unforeseen difficulties, delays or unexpected costs. If we are unable to realize the
expected operational efficiencies and cost savings from restructuring, our operating results and financial condition would be
adversely affected. We also cannot be certain that we will not have to undertake additional workforce reductions or restructuring
activities in the future. Furthermore, our cost savings plan may be disruptive to our operations, which could affect our ability to
generate product revenue. In addition, our workforce reductions could yield unanticipated consequences, such as attrition
beyond planned staff reductions, or disruptions in our day- to- day operations. Our workforce reductions could also harm our
ability to attract and retain qualified management, scientific, clinical, and manufacturing personnel who are critical to our
business. Any failure to attract or retain qualified personnel could prevent us from successfully developing and commercializing
our product candidates in the future, including tab- cel, if approved. There can be no assurance that we will achieve all of the
anticipated benefits of the Fujifilm Transaction and we could face unanticipated challenges. We may not realize some or all of
the anticipated benefits from the Fujifilm Transaction and we may encounter post- closing risks, including associated with the
provision of services to us by FDB pursuant to the Fujifilm MSA. We may experience increased difficulty and loss of
institutional knowledge as a result of the transfer of ATOM Facility employees to FDB in connection with the Fujifilm
Transaction, which could harm our business. Additionally, significant time and resources may be required from us, which could
disrupt our business and distract management from other responsibilities, which may result in losses or continued financial
involvement in the ATOM Facility, including through indemnification or other financial arrangements, which could adversely



affect our financial results. Risks Related to the Development of Our Product and Product Candidates We have one approved
product, Ebvallo, which is currently approved in the Ed-and-European Economic Area (EEA), the UK and are-generalty
eattyir-Switzerland. In March 2025, we announced our decision to pause the development efforts-of our allogeneic CAR T
programs and discontinue have-onty-a-smal-- all CAR T number-of produet-eandidatesinelinteal-development operations .
All of our other product candidates are still in preclinical development. If we or our collaborators are unable to successfully
develop, manufacture and commercialize our product or product candidates or experience significant delays in doing so, our
business may be matenally harmed. We have one dpploved product Ebvallo, which is currently approved in the Eb-and

have 1nvested substantlal resources in 1dent1fy1ng dnd developing potentlal product candldates conductmg prechnlcal and
clinical studies, manufacturing activities, and preparing for the commercial launch of our product and product candidates. Our
ability to generate revenues from the sale of our product and product candidates, if approved, will depend heavily on the
successful development ;-and manufacture , and our partners' eventual commercialization of our product and product candidates.
The success of our product and product candidates wiH-deperd-depends on many factors, including the following: * completion
of preclinical and clinical studies with positive results, including demonstrating the stability, safety, purity, and potency of our
product candidates to the satisfaction of the FDA or other regulatory agencies; * receipt of regulatory approvals from applicable
authorities, including required authorizations for clinical trials and marketing authorizations; ¢ protecting our rights in our
intellectual property portfolio, including by obtaining and maintaining patent and trade secret protection and regulatory
exclusivity for our product candidates; ¢ establishing or making successful arrangements with third party manufacturers and
commercialization partners; ¢ qualifying our and our CMOs’ manufacturing facilities for clinical and commercial manufacturing
purposes; ¢ developing manufacturing and distribution processes for our novel T- cell product candidates and next- generation
CAR T programs; * contracting with third parties for the manufacture of our product candidates at an acceptable cost; ©
contracting with third parties for commercialization of our products on terms favorable to us, if approved by applicable
regulatory authorities; ¢ acceptance of our products, if approved by applicable regulatory authorities, by patients and the medical
community; * our partners’ ability to obtain and maintain coverage and adequate reimbursement by third- party payors,
including government payors, for our products, if approved by applicable regulatory authorities; ¢ effectively competing with
other therapies; * maintaining a continued acceptable benefit / risk profile of the products following approval; and ¢ maintaining
and growing an organization of scientists and functional experts who can develop our products and technology. If we do not
achieve one or more of these factors in a timely manner or at all, we could experience significant delays or an inability to
successfully develop and commercialize our product candidates, which could materially harm our business. We have been
affected by and could be adversely affected in the future by the effects of health epidemics and pandemics, rekading-the

€0 IB—9-pandemte;which could materially and adversely affect our business and operations in the future, as well as the
businesses and operations of third parties on which we rely. Our business could be adversely affected by health epidemics and

pandemics —tﬂel-ttd-mg—t-he—@@%——l-%aﬂdemtﬁwhlch may pfeseﬂfed» present a-substantial pubhc health and economlc
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atse-serechganaon men patterts—+n ehinteal-stadies-. Similarly, our abrhty to recruit and
retain principal investigators and site staff who, as healthcare provrders may have helghtened exposure to health eprdernrcs and
pandemlcs may be adversely unpacted. -6 h v d : - busifess-an

t-h-rs—l%tsleFaeters—seeﬁen— Our future success is dependent on the fegu}ateﬁ—appfevel-marketlng authonzatlon of our
product candidates. We only have one product, Ebvallo, that has gained regwlatery-marketing authorization, with approval
currently s-an-appreval-in the Ed-and-EEA, the UK —Currently-, eur-and Switzerland. Our prioritized clinical- stage product
candidates include tab- cel (tabelecleucel) in the U. S. and-AFA3245-Our business is substantially dependent on our ability to
obtain regulatory approval for, and, if approved, to find a partner who can successfully commercialize our product candidates in
a timely manner. Neither we nor our partners can commercialize product candidates in the U. S. without first obtaining
regulatory-approvat-marketing authorization for the product candidates from the FDA; similarly, neither we nor our partners
can commercialize product candidates outside of the U. S. without obtaining regulatery-approval-marketing authorization
from comparable foreign regulatory authorities. Before obtaining regulatory approvals for the commercial sale of any product
candidate for a target indication, we must demonstrate with substantial evidence gathered in preclinical and clinical studies that
the product candidate is safe and effective for use for that target indication and that the manufacturing facilities, processes and
controls are adequate with respect to such product candidate to assure stability, safety, purity , and potency. The time required to
obtain approval by the FDA and comparable foreign regulatory authorities is unpredictable but typically takes many years
following the commencement of preclinical and clinical studies and depends upon numerous factors, including the substantial
discretion of the regulatory authorities. The novel nature of our product candidates may create further challenges in obtaining
regulatory approval. For example, the FDA and comparable foreign regulatory authorities have limited experience with
regulating the development and commercialization of T- cell immunotherapies, particularly allogeneic T- cell product
candidates, and CAR T therapies, including assessing the comparability of different versions of such product candidates. In
addition, approval policies, regulations, regulatory positions or the type and amount of clinical and other data necessary to gain
approval may change during the course of a product candidate’ s clinical development and throughout regulatory interactions,
and may vary among jurisdictions, particularly for novel therapies. The EC and-the-MHRA-has approved the MAA for Ebvallo
as a monotherapy treatment for patients with EBV PTLD who have received at least one prior therapy under “ exceptional
circumstances, ~” which is a pathway under which EC-andMHRA-grant-marketing authorization is granted when *
comprehensive data cannot be obtained even after authorization. ” The MHRA and Swissmedic approved the marketing
application for Ebvallo leveraging the EMA assessment. Under the exceptional circumstances marketing authorization, our
commercial partner, Pierre Fabre, is subject to ongoing post- marketing obligations to continue confirmation of the benefits of
Ebvallo, and if any of our other product candidates are approved under this pathway, we or our future commercial partners will
be subject to this obligation. Continuation of the Ebvallo marketing authorization is subject to annual re- assessment. The annual
re- assessment will determine whether the Ebvallo marketing authorization should be maintained, changed, or suspended, based
on Pierre Fabre’ s fulfillment of post- marketing obligations and the risk / benefit profile of Ebvallo. If we, or our commercial
partners, do not satisfy the ongoing post- marketing obligations or the EC-determines-thatthe-risk / benefit profile of Ebvallo is
determined not to be acceptable based on new clinical or post- marketing data , the EC , MHRA, or Swissmedic may
change or suspend the marketing approval for Ebvallo. We have not obtained regulatory approval for any other product
candidate, and it is possible Ebvallo (tabelecleucel) may not be approved in any other country other than those in which
approval has been obtained and also possible that none of our existitg-other product candidates or any future product
candidates will ever obtain regulatory approval. Our product candidates could fail to receive regulatory approval from the FDA
or a comparable foreign regulatory authority for many reasons, including: * disagreement with the design or conduct of our
clinical studies; * failure to demonstrate positive benefit / risk profile of the product candidate for its proposed indication; *
failure to demonstrate the stability, safety, purity and potency of the product candidate; ¢ failure of clinical sites to conduct the
study in accordance with applicable regulatory requirements; ¢ failure of clinical studies to meet the level of statistical
significance required for approval; ¢ disagreement with our interpretation of data from preclinical studies or clinical studies; ¢ the
insufficiency of data collected from clinical studies of our product candidates to support the submission and filing of a BLA or
other submission or to obtain regulatory approval; ¢ inability to reach agreement with the FDA or comparable foreign regulatory
authorities on the methodologies for, and assessment of, comparability of different versions of product candidates used in non-
pivotal studies, pivotal studies and for intended commercial use; ¢ failure to obtain approval of our manufacturing processes or
facilities of third party manufacturers with whom we contract for clinical and commercial supplies or our own manufacturing
facility; or « changes or inconsistencies in the requested or required methodologies, statistical analyses, specification criteria or
regulatory submission requirements for a product candidate, including changes to, or inconsistencies with, applicable industry
practice or precedent; or * changes in the approval policies or regulations that render our preclinical and clinical data insufficient
for approval or in positions, guidance or feedback communicated by the FDA or comparable foreign regulatory authorities that
have a negative impact on the potential approval of a product candidate. The FDA or a comparable foreign regulatory authority
may require information beyond what we plan to provide in or expect to be required for a marketing application, including
additional CMC information, preclinical or clinical data to support approval. These requirements may delay or prevent approval
and our commercialization plans, or we may decide to abandon the development program. For example, at a Type B meeting in
February 2022, we were not able to align with the FDA on comparability between tab- cel product versions used in the pivotal
ALLELE study and the intended commercial product. The FDA initially recommended we conduct a new clinical trial with the
commercial product to address the lack of alignment on comparability and to gain additional clinical experience with the
intended commercial product. Throughout 2023, we held a number of meetings with the FDA on clinical and CMC aspects and



€Me-for a potential BLA submission for tab- cel. We-reeently-Ultimately, we reached agreement with the FDA on the
comparability of tab- cel product manufactured using a different process version with the intended commercial product
and subsequently held a pre- BLA meeting with the FDA that suppetts-supported our plan to submit the tab- cel BLA in the
second quarter of 2024. The BLA was submitted in May 2024, and the FDA maynotultimately-aceept-accepted the or
approve-a-BLA submission in July 2024 and granted priority review with a Prescription Drug User Fee Act target action
date of January 15, 2025. Although the FDA designated tabelecleucel as a breakthrough therapy, a breakthrough
designation (BTD) status is not considered in the FDA' s decision to approve or not approve a product candidate.
Designation as a breakthrough therapy is at the discretion of the FDA, and receipt of a BTD designation may not result
in a faster development process, review or approval compared to drugs considered for approval under non- expedited
FDA review procedures and does not assure ultimate approval by the FDA. In addition, the FDA may later decide that
the product no longer meets the conditions for qualification and rescind the BTD designation or decide that the time
period for FDA review or approval will not be shortened. Furthermore, our CMOs for tab- cel will undergo pre-
approval inspection in connection with our tab- cel BLA, and we cannot be certain that we will be able to adequately
support them through such inspection nor that they will successfully pass any such inspection. For example, we received
the Response Letter from the FDA in January 2025 relating solely to observations during pre- approval inspection of a
third- party manufacturing facility in connection with our tab- cel BLA. In addition, in January 2025, the FDA placed a
clinical hold on Atara’ s active Investigational New Drug (IND) applications. These INDs include the tab- cel program as
monotherapy treatment for adult and pediatric patients two years of age and older with Epstein- Barr virus positive
post- transplant lymphoproliferative disease (EBV PTLD) and ATA3219 for the treatment of non- Hodgkin’ s lymphoma
and systemic lupus erythematosus. Some clinical sites that participated in tabelecleucel studies will also undergo
inspection, and the FDA may also choose to inspect us as the sponsor of these studies. The FDA ultimately may not
approve the BLA for any of the reasons named above or other reasons. If the FDA does not approve the BLA, this could
result in a considerable delay to a subsequent BLA submission or could lead us not to pursue a BLA submission at all.
For example, the FDA may not approve the BLA based on the data provided, including a concern that the current clinical
dataset is insufficient . In this case, the conduct of an additional clinical trial or trials in the lead indication or completing the
ongomg ALLELE studv mdy be negessdly to suppon aBLA Sﬂbﬂa-lssteﬁ—approval f01 tab cel swhieh-wotld-resultin

d y d . Conducting an additional clinical
trial, if 1equ11€d may prove too difficult or too expensive, and the process of deswmng a mew clinical trial, enrolling enough
patients, and completing treatment and data collection under the protocol could take a significant amount of time, effort, and
resources. Even if we complete the clinical trial, the study may not meet its prespecified endpoints, and even if it does, the FDA
may still disagree that the clinical trial is sufficient to support submission and approval of a BLA for tab- cel, or may consider
that the data, while adequate for BLA sabmisster-approval , can support only a more limited indication than that for which we
initially applied. Our development activities and / or commercialization planning with our partners could be harmed or delayed
by governmental or regulatory delays due to a variety of factors. These factors include limitations on the availability of
governmental and regulatory agency personnel to review regulatory filings or engage with us (caused by global health concerns
or otherwise rineluding-the-COVID-—19-pandemie-); changes to governmental regulatory requirements, policies, guidelines or
priorities, reallocation, or availability of government resources; or for other reasons, that may significantly delay the FDA’ s, or
other regulatory agencies', ability to review and process any submissions we have filed or may file or cause other regulatory
delays. If global health concerns eentinaeto-prevent the FDA or other regulatory authorities from conducting their regular
inspections, or impact reviews or other regulatory activities, it could significantly impact the ability of the FDA or other
Iegulatmy authormes to review and process our regulatory submissions in a tlmely fashion, which could have a material adx erse

Cdndlddte mdlketmo application, 1egulat01y authorities may approve any of our plOdllLt candidates for fe\\ er or more limited
indications than we request (including failing to approve the most commercially promising indications), may grant approval



contingent on the performance of costly post- marketing clinical studies, 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. In
addition, the clinical study requirements of the FDA, EMA , MHRA, Swissmedic, and other regulatory agencies and the criteria
these regulators use to determine the safety and efficacy of a product candidate are determined according to the type,
complexity, novelty and intended use and market of the potentlal products The regulatory approval process for novel product
candidates ;ste REVE eeH¢ et-eand 3 : 6 egrams-, can be more complex and
consequently more expensive and take longer than for other better known or extensrvely studred pharmaceutical or other
product candidates. Approvals by the EC and FDA of autologous CAR T therapies, such as Novartis’ Kymriah ® and Gilead’ s
Yescarta ®, rnay not be 1ndrcat1ve of what these regulators may-require for approval of our therapies —\Ve—haye—mu-l-t—r-ple—el-rmea-l-
als ct-candidatese A e [ an adverse safety issue yehnteathold-or other adverse finding occurs in
one or more of our clinical trials, mcludmg those that could result in a clinical hold, such event-events could adversely affect
our other clinical trials of the same or related product candidates. Moreover, our product candidates may not perform
successfully in clinical studies or may be associated with adverse events that distinguish them from those that have previously
been approved, such as approved autologous CAR T therapies. For instance, exposure to allogeneic product candidates may
result in adverse events not experienced with autologous products. Even if a product candidate is approved by the FDA and
comparable foreign regulatory authorities, the approval might contain significant limitations related to use for specified age
groups, warnings, precautions or contraindications, or may be subject to burdensome post- approval study or risk management
requirements. If we are unable to obtain regulatory approval for one of our product candidates in one or more jurisdictions, or
any approval contains significant limitations, we may not be able to obtain sufficient funding to continue the development of
that product or generate revenues attributable to that product candidate. Also, any regulatory approval of our current or future
product candidates, once obtained, may be withdrawn in a region or country by the respective regulatory agency. Our T- cell
immunotherapy product and product candidates and-etrnext—generation-CARTFprograms-represent new therapeutic
approaches that could result in heightened regulatory scrutiny, delays in clinical development or our inability to achieve
regulatory approval, eommeretatizattorrcommercialize or secure payor coverage of our product candidates. Our future success
is dependent on the successful development and commercialization of T- cell immunotherapies and-ournext—generatton-CART
programs-in general and our development product candidates in particular. Because these programs, particularly our pipeline of
allogeneic T- cell product and product candidates that are bioengineered from donors, represent a new approach to
immunotherapy for the treatment of cancer and other diseases, developing and commercializing our product candidates subject
us to a number of challenges, including but not limited to : * obtaining regulatory approval from the FDA and other regulatory
authorities, which have limited experience with regulating the development and commercialization of T- cell immunotherapies,
particularly allogeneic T- cell products and product candidates; * developing and deploying consistent and reliable processes for
procuring blood from consenting third party donors, isolating T cells from the blood of such donors, activating the isolated T
cells against a specific antigen, characterizing and storing the resulting activated T cells for future therapeutic use, selecting and
delivering a sufficient supply and breadth of appropriate partially HLA- matched cell line from among the available T- cell
lines, and finally infusing these activated T cells into patients; * utilizing these product candidates in combination with other
therapies (e. g., immunomodulatory approaches such as checkpoint inhibitors), which may increase the risk of adverse side
effects; » educating medical personnel regarding the potential side effect profile of our product and each of our product
candidates, particularly those that may be unique to our allogeneic T- cell product and product candidates and-to-ourfext-
generation-CARTprograms-; * understanding and addressing variability in the quality of a donor” s T cells, which could
ultimately affect our ability to manufacture products and product candidates in a reliable and consistent manner; ¢ developing
processes for the safe administration of these product and product candidates, including long- term follow- up and registries, for
all patients who receive these product candidates; ¢ establishing or making arrangements with third party manufacturers to
manufacture, or manufacturing on our own, product and product candidates to our specifications and in a timely manner to
support our clinical studies and, if approved, commercialization; ¢ sourcing clinical and, if approved by applicable regulatory
authorities, commercial supplies for the materials used to manufacture and process these product and product candidates that are
free from viruses and other pathogens that may increase the risk of adverse side effects; * developing a manufacturing process
and distribution network that can provide a stable supply with a cost of goods that allows for an attractive return on investment;
« establishing favorable terms with commercialization partners that possess appropriate sales and marketing capabilities ahead of
and after obtaining any regulatory approval to gain market acceptance, and obtaining adequate coverage, reimbursement and
pricing by third party payors and government authorities; and ¢ developing therapies for types of diseases beyond those initially
addressed by our current product and product candidates. We cannot be sure that the manufacturing processes used in
connection with our T- cell immunotherapy product and product candidates will yield a sufficient supply of satisfactory products
that are stable, safe, pure, and potent, or comparable to those T cells historically produced by our partners -or that processes
will be scalable or profitable. Moreover, actual or perceived safety issues, including adoption of new therapeutics or novel
approaches to treatment, may adversely influence the willingness of subjects to participate in clinical studies, or, if one of our
product candidates is approved by applicable regulatory authorities, of physicians to subscribe to the novel treatment mechanics
or of patients to provide consent to receive a novel treatment despite its regulatory approval. The FDA or other applicable
regulatory authorities may require specific post- market studies or additional information that communicates the benefits or risks
of our products. New data may reveal new risks of our product candidates at any time prior to or after regulatory approval. Fhe
FDPA-Furthermore, regulatory agencies may also modify or enhance trial requirements which may affect enrollment. aFor
example, in August 2023, the FDA published a guidance document entitled , Informed Consent, Guidance for IRBs, Clinical
Investigators, and Sponsors, which supersedes past guidance and finalizes draft guidance on informed consent. The FDA’ s new
guidance presents evolving requirements for informed consent which may affect recruitment and retention of patients in clinical




trials. Effects on recruitment and retention of patients may hinder or delay a clinical trial and could cause a significant setback to
an applicable program. Physicians, hospitals and third party payors often are slow to utilize new products, technologies and
treatment practices that require additional upfront costs and training. Physicians may not be willing to undergo training on this
novel therapy, may decide the therapy is too complex to adopt without appropriate training or not cost- efficient, and may
choose not to administer the therapy. Based on these and other factors, hospitals and payors may decide that the benefits of this
new therapy do not or will not outweigh its costs. The results of preclinical studies or earlier clinical studies are not necessarily
predictive of future results. Our existing product eandidates— candidate in clinical studies, and any other product candidate we
advance into clinical studies, may not have favorable results in later clinical studies or receive regulatory approval. Success in
preclinical studies and early clinical studies does not ensure that later clinical studies will generate adequate data to demonstrate
the efficacy and safety of an investigational drug. Eikewise-Indeed , a number of companies in the pharmaceutical and
biotechnology industries, including those with greater resources and experience than us, have suffered significant setbacks in
clinical studies, even after seeing promising results in earlier preclinical studies or clinical studies. Despite the results reported in
earlier preclinical studies or clinical studies for our product candidates, there can be significant variability in safety and efficacy
results between different clinical trials of the same product candidate due to numerous factors. We do not know whether the
clinical studies we may conduct, or clinical studies in progress, will demonstrate adequate efficacy and safety to result in
regulatory approval to market any product candidates in any particular jurisdiction. Tab- cel has been predominantly evaluated in
single- center studies under investigator- sponsored tnvestigationatnew-drug-(HNDs— IND Yapplications held by MSK and in
our Expanded Access Programs, utilizing different response criteria and endpoints from those we have used or may utilize in
later clinical studies. These Phase 2 clinical studies with tab- cel also enrolled a heterogeneous group of patients with a variety of
EBV- driven malignancies, including EBV PTLD after HCT and EBV PTLD after SOT. These Phase 2 studies were not
prospectively designed to evaluate the efficacy of tab- cel in the treatment of a single disease state for which we may later seek
approval. Findings from early studies may not be reproducible in late phase studies we conduct. For instance, the current
protocol for our ALLELE study in EBV PTLD is designed to rule out a 20 % ORR as the null hypothesis. This means that if the
lower bound of the 95 % confidence interval on ORR among patients receiving at least one dose of tab- cel exceeds 20 % at the
end of the study, then the study would be expected to meet the primary endpoint for the treatment of PTLD. Ferexample;
assuming-Assuming enrollment of 33 patients in a cohort of ALLELE, an observed ORR above approximately 37 % would be
expected to meet the primary endpoint for that cohort. In addition, our amended ALLELE study protocol includes an interim
analysis as well as a final study analysis. We have previously received feedback from the FDA that an interim analysis of the
ALLELE study may not be sufficient to support approval of a BLA. Moreover, final study results may not be consistent with
interim study results. Furthermore, modifications to the total sample size of the ALLELE study and the statistical approach may
be necessary in connection with the review of the sueh-a-BLA submissien-by the FDA. Efficacy data from prospectively
designed studies may differ significantly from those obtained from retrospective subgroup analyses. In addition, clinical data
obtained from a clinical study with an allogeneic product candidate may not yield the same or better results as compared to an
autologous product candidate. If later- stage clinical studies do not produce favorable results, our ability to achieve regulatory
approval for any of our product candidates may be adversely impacted. Even if we believe that we have adequate data to support
an application for regulatory approval to market any of our product candidates, the FDA or other regulatory authorrtres may not
agree and may requrre that we conduct additional clinical studres bva as-app § starrees

aﬁd—the—ﬂs-le/—beﬂeﬁt—pfeﬁ-}e—e%ﬂwaﬂe—lnterrm “ top line ”” and prehmrnary data from chnrcal studres that we or our partners

may announce or share with regulatory authorities from time to time may change as more patient data become available and are
subject to audit and verification procedures that could result in material changes in the final data. From time to time, we or our
partners may announce or share with regulatory authorities interim “ top line  or preliminary data from clinical studies. Interim
data from clinical studies are subject to the risk that one or more of the clinical outcomes may materially change as patient
enrollment continues and more patient data become available. Preliminary or “ top line ” data also remain subject to audit and
verification procedures that may result in the final data being materially different from the preliminary data previously
announced. As a result, interim and preliminary data should be viewed with caution untit-the-final-data-are-avattable- Adverse
differences between preliminary or interim data and final data could impact the regulatory approval of, and / or significantly
harm the prospects of any product candidate that is impacted by the applicable data. Clinical drug development involves a
lengthy and expensive process with an uncertain outcome. Clinical testing is expensive and can take many years to complete,
and its outcome is inherently uncertain. Failure can occur at any time during the clinical study process. Product candidates in
later stages of clinical studies may fail to show the desired safety and efficacy traits despite having progressed through
preclinical and clinical studies. We may experience delays in our ongoing or future clinical studies and we do not know whether
clinical studies will begin or enroll subjects on time, will need to be redesigned or will be completed on schedule, if at all. There
can be no assurance that the FDA or comparable foreign regulatory authorities will not put clinical studies of any of our product
candidates on clinical hold in the future . For example, in January 2025, the FDA placed a clinical hold on our INDs for
tab- cel as well as our product candidate ATA3219. The clinical hold is directly linked to inadequately addressed GMP
compliance issues identified during the pre- approval inspection of a third party manufacturing facility referenced in a
Response Letter we received in January 2025. Our ATA3219 product candidate is manufactured at a separate, fully
compliant GMP- certified facility, the starting material used in its production are affected by the compliance issues at the
same third- party facility referenced in the Response Letter. In addition, the new EU Clinical Trials Regulation (EU) No
536 /2014 (CTR) has amended the system of approval for clinical trials in the EU and has established a new clinical



trials portal and database, called the Clinical Trials Information System (CTIS), for the submission and authorization of
clinical trial applications . Clinical studies may be delayed, suspended or prematurely terminated for a variety of reasons, such
as: * delays in enrollment due to travel, shelter- in- place or quarantine policies, or other factors, related to the COVID- 19
pandemic or other epidemics or pandemics; ¢ delay or failure in reaching agreement with the FDA or a comparable foreign
regulatory authority on a study design that we are able to execute;  delay or failure in obtaining authorization to commence a
study or inability to comply with conditions imposed by a regulatory authority regarding the scope or design of a study; * delay
or failure in reaching agreement on acceptable terms with prospective contract research organizations (CROs) and clinical study
sites, the terms of which can be subject to extensive negotiation and may vary significantly among different CROs and study
sites; ¢ delay or failure in obtaining institutional review board (IRB) approval or the approval of other reviewing entities,
including comparable foreign regulatory authorities, to conduct a clinical study at each site; * withdrawal of clinical study sites
from our clinical studies or the ineligibility of a site to participate in our clinical studies; ¢ delay or failure in recruiting and
enrolling eligible subjects to participate in a study; ¢ delay or failure in subjects completing a study or returning for post-
treatment follow- up; ¢ clinical sites and investigators deviating from study protocol, failing to conduct the study in accordance
with regulatory requirements, or dropping out of a study; ¢ an FDA or other regulatory authority clinical site inspection reveals
revealing serious violations of regulations applicable to clinical investigations, which may result in requests for additional data
analyses and / or rejection of data deemed unreliable; ¢ inability to identify and maintain a sufficient number of study sites,
including because potential study sites may already be engaged in competing clinical study programs enrolling the same
population; ¢ failure of our third- party clinical study managers to satisfy their contractual duties, meet expected deadlines or
return trustworthy data; * delay or failure in adding new study sites; © interim results or data that are ambiguous or negative or
are inconsistent with earlier results or data; ¢ feedback from the FDA, the IRB, data safety monitoring boards or comparable
foreign authorities, or results from earlier stage or concurrent preclinical and clinical studies, that might require modification to
the-a study protocol fer-a-stady—; * a decision by the FDA, the IRB, comparable foreign authorities, or us, or a recommendation
by a data safety monitoring board or comparable foreign authority, to suspend or terminate clinical studies for non- compliance
with regulatory requirements, safety issues, including a finding that our product candidates have undesirable side effects or other
unexpected characteristics, or a finding that the participants are being exposed to unacceptable health risk, or for any other
reason; * data that demonstrate an unacceptable beneﬁt / rlsk proﬁle mcludlng a lack of efficacy, unforeseen safety issues or
adverse side effects +=fa § 0 ate— difficulties in manufacturing or
obtaining from third partles sufficient quantmes of clinical product and / or mablllty to supply a breadth of appropriate
partially HLA matched cell lines from among the available T- cell lines to start or to use in clinical studies; * lack of adequate
funding to continue a study, including the incurrence of unforeseen costs due to enrollment delays, requirements to conduct
additional studies or increased expenses associated with the services of our CROs and other third parties 3 ® non- compliance
with CTIS processes under the new EU Clinical Trial Regulation, including with the CTIS transparency rules, which
became applicable on June 18, 2024 and which will require adapting business processes of clinical trial sponsors ; or °
changes in governmental regulations or administrative actions or lack of adequate funding to continue a clinical study. Patient
enrollment, a significant factor in the timing of clinical studies, is affected by many factors including: ¢ the size and nature of the
patient population; * the possibility that the rare diseases that many of our product candidates address are under- diagnosed; ¢
changing medical practice patterns or guidelines related to the diseases or conditions we are investigating; ¢ the severity of the
disease under investigation; * our ability to open clinical study sites; ¢ the proximity of subjects to clinical sites; ¢ the patient
referral practices of physicians; ¢ the design and eligibility criteria of the clinical study; ¢ ability to obtain and maintain patient
consents; * risk that enrolled subjects will drop out or die before completion; * competition for patients from other clinical
studies; ¢ our or our partner’ s ability to manufacture the requisite materials for a study; ¢ risk that we do not have appropriately
matched HLA cell lines; ¢ clinicians’ and patients’ perceptions as to the potential advantages and risks of the drug being studied
in relation to other available therapies, including any new drugs that may be approved for the diseases or conditions we are
investigating; and ¢ disruptions caused by man- made or natural disasters or public health pandemics or epidemics, including, for
example, the COVID- 19 pandemic. As an example, we activated additional clinical sites for the ALLELE study of tab- cel over
the course of 2018 and increased HLA coverage during this period. As a result, enrollment in our studies was limited in the early
part of 2018 and increased through the course of the year as we increased clinical sites and HLA coverage. However, in May
2019, we announced that enrollment in our Phase 3 studies of tab- cel for patients with EBV PTLD was proceeding slower than
anticipated. Many of our product candidates are designed to treat rare diseases, and as a result, the pool of potential patients with
respect to a given disease is small. We may not be able to initiate or continue to support clinical studies of tab- cel or any other
product candidates if we are unable to locate and enroll a sufficient number of eligible participants in these studies as required
by the FDA or other regulatory authorities. We experienced some transient delays in clinical trial site initiation and patient
enrollment in certain of our clinical trials, including our ALLELE study, as a result of the COVID- 19 pandemic. Even if we are
able to enroll a sufficient number of patients in our clinical studies, if the pace of enrollment is slower than we expect, the
development costs for our product candidates may increase and the completion of our studies may be delayed or our studies
could become too expensive to complete. We rely on CROs, other vendors and clinical study sites to ensure the proper and
timely conduct of our clinical studies, and while we have agreements governing their committed activities, we have limited
influence over their actual performance. Furthermore, these third parties may also have relationships with other entities, some of
which may be our competitors. Reliance on CROs entails risks to which we would not be subject if we conducted our clinical
studies ourselves, including reliance on the CRO for clinical site initiation and monitoring, the possibility that the CRO does not
maintain the financial resources to meet its obligations under our agreements, the possibility of breach of these agreements by
the CRO because of factors beyond our control, including a failure to properly perform their obligations under these agreements,
and the possibility of termination or non- renewal of the agreements by the CROs, based on their own business priorities, at a




time that is costly or damaging to us. For example, the CRL MSA expired on August 31, 2024 and we are in negotiations to
wind- down our activities at CRL. We are exploring other options for the manufacture of our product and product
candidates. There can be no assurance that we will be able to find a new CMO or enter into a new commercial drug
product supply agreement with a new CMO on terms favorable or acceptable to us or at all. Any delays in entering into
a new commercial manufacturing agreement could delay the development and commercialization of our product and
product candidates, if approved. Our reliance on these third parties for research and development activities will reduce our
control over these activities but will not relieve us of our regulatory responsibilities. For example, we will remain responsible for
ensuring that each of our clinical trials is conducted in accordance with the general investigational plan, study protocols for the
trial, statistical analysis plan and other study- specific documents (for example, monitoring and blinding plans). Moreover, the
FDA requires us to comply with standards, commonly referred to as Good Clinical Practice (GCP), International Council for
Harmonization of Technical Requirements for Pharmaceuticals for Human Use, or ICH, guidelines, and regulations regarding
the informed consent process, safety reporting requirements, data collection guidelines, and other regulations 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. The EMA also requires us to comply with similar
standards. Regulatory authorities enforce these GCP requirements through periodic inspections of trial sponsors, principal
investigators and trial sites. If we or any of our CROs fail to comply with applicable GCP requirements, the clinical data
generated in our clinical trials may be deemed unreliable and the FDA, EMA or comparable foreign regulatory authorities may
require us to perform additional clinical trials before approving our marketing applications. We cannot assure that upon
inspection by a given regulatory authority, such regulatory authority will determine that any of our clinical trials comply with
GCP and other applicable regulations. In addition, our clinical trials must be conducted with product produced under applicable
current Good Manufacturing Practices (¢cGMP) and current Good Tissue Practices (¢cGTP) regulations. Our , or our third party
vendors', failure to comply with these regulations may require us to conduct new clinical trials, which would delay the
marketing approval process. We also are required to register certain ongoing clinical trials and post the results of certain
completed clinical trials on a-government- sponsored database-databases , such as ClinicalTrials. gov, within certain
timeframes. Failure to do so can result in fines, adverse publicity and civil and criminal sanctions. If we experience delays or
quality issues in the conduct, completion or termination of any clinical study of our product candidates, the approval and
commercial prospects of such product candidate will be harmed, and our ability to generate product revenues from such product
candidate will be delayed. In addition, any delays in completing our clinical studies will increase our costs, slow down our
product candidate development and approval process and jeopardize our ability to generate revenues. Any delays in completing
our clinical studies for our product candidates may also decrease the period of commercial exclusivity. In addition, many of the
factors that could cause a delay in the commencement or completion of clinical studies may also ultimately lead to the denial of
regulatory approval of our product candidates. Our product and product candidates, the methods used to deliver them or their
dosage levels may cause undesirable side effects or have other properties that could delay or prevent their regulatory approval,
limit the commercial profile of an approved label or result in significant negative consequences following any regulatory
approval. Undesirable side effects caused by our product and product candidates, their delivery methods or dosage levels could
cause us or regulatory authorities to interrupt, delay or halt clinical studies and could result in a more restrictive label or the
delay or denial of regulatory approval by the FDA or other comparable foreign regulatory authority. As a result of safety or
toxicity issues that we or our partners may experience in our clinical studies, we or our partners may not receive approval to
market any product candidates, which could prevent us from ever generating product or royalty revenues for such product
candidates or achieving profitability. Results of our studies could reveal an unacceptably high severity and incidence of side
effects, or risks that outweigh the benefits of our product and product candidates. In such an event, our studies could be
suspended or terminated, and the FDA or comparable foreign regulatory authorities could order us to cease further development
of or deny approval of our product candidates for any or all targeted indications. The drug- related side effects could affect
patient recruitment or the ability of enrolled subjects to complete the study or result in potential product liability claims.
Additionally, if any of our product candidates receives regulatory approval, and we or others later identify undesirable side
effects caused by such product, a number of potentially significant negative consequences could result, including that: « we may
be forced to suspend marketing of that product; ¢ regulatory authorities, IRBs, or other clinical trial oversight bodies may place
a hold on any ongoing clinical trials; ¢ regulatory authorities may withdraw or change their approvals of that product; ¢
regulatory authorities may require additional warnings on the label or limit access of that product to selective specialized centers
with additional safety reporting and with requirements that patients be geographically close to these centers for all or part of
their treatment; * we may be required to conduct post- marketing studies; « we may be required to change the way the product is
administered; * we could be sued and held liable for harm caused to subjects or patients; ¢ our products may be seized, or we
may be required to recall our products; ¢ our products may become less competitive in the marketplace; and ¢ our reputation
may suffer. Any of these events could diminish the usage or otherwise limit the commercial success of our product and product
candidates and prevent us from achieving or maintaining market acceptance of the affected product candidate, if approved by
applicable regulatory authorities. The market opportunities for our product and product candidates may be limited to those
patients who are ineligible for or have failed prior treatments and may be small. The FDA often approves new cancer therapies
initially only for use in patients with relapsed or refractory metastatic disease. We expect to seek initial approval of tab- cel and
our other oncology product candidates in this setting. Subsequently, for those products that prove to be sufficiently beneficial, if
any, we may seek approval for earlier lines of treatment and potentially as a first line therapy, but there is no guarantee that our
product and product candidates, even if approved, would be approved for earlier lines of therapy, and, prior to any such
approvals, we will have to conduct additional clinical trials. Our projections of both the number of people who have the diseases
we are targeting, as well as the subset of people with these diseases in a position to receive second or later lines of therapy, and



who have the potential to benefit from treatment with our product and product candidates, are based on our current beliefs and
estimates. These estimates have been derived from a variety of sources, including scientific literature, surveys of clinicians,
patient foundations, or our own market research, and may prove to be incorrect. Further, new studies, product approvals,
changes to the standard of care and diagnosis rates or scientific understanding of disease burden may change the estimated
incidence or prevalence of these diseases, and the number of patients who could benefit from our products may turn out to be
lower than expected. Additionally, the potentially addressable patient population for our product candidates may be limited or
may not be amenable to treatment with our product candidates. For instance, for se-expeet-our product, tab- cel, te-we have
initially targetpursued marketing authorization for a patient population that suffers from aggressive EBV PTLD and has
failed rituximab or rituximab plus chemotherapy. Our commercial partners may have different estimates of the market
opportunities for our product or product candidates. At the outset of the COVID- 19 pandemic, we initially observed a
temporary slow- down in stem cell and solid organ transplant volumes. These reductions were transient, but if a reduction in
such volumes resumes or if there are other disruptive factors that reduce PTLD incidence, such as changes in
immunosuppression regimens or treatment of re- activated viremia, it could result in lower PTLD incidence and thus reduce the
demand for tab- cel. Even if our product and product candidates obtain significant market share, because the potential target
populations are small, we may never achieve profitability without obtaining regulatory approval for additional indications. We
may not be able to obtain or maintain orphan drug exclusivity for our product candidates. Regulatory authorities in some
jurisdictions, including the U. S., EU and the UK, may designate drugs for relatively small patient populations as orphan drugs.
Under the Orphan Drug Act, the FDA may designate a product as an orphan drug if it is a drug intended to treat a rare disease or
condition, which is generally defined as a patient population of fewer than 200, 000 individuals annually in the U. S. The FDA,
the EMA, and the MHRA have granted us orphan drug designation for tab- cel for EBV PTLD. Generally, if a product with an
orphan drug designation subsequently receives the first regulatory approval for the indication for which it has such designation,
the product is entitled to a period of marketing exclusivity, which precludes the FDA, the EMA, and the MHRA from approving
another marketing application for the same biologic for the same indication for that time period. The applicable period is seven
years in the U. S. and ten years in the EU and the UK. The EU and UK exclusivity periods can be reduced to six years if a drug
no longer meets the criteria for orphan drug designation or if the drug is sufficiently profitable so that market exclusivity is no
longer justified. These periods may be reduced in the EU based on a new applicable legal framework, currently under review by
the European Parliament and Council. Orphan drug exclusivity may be lost if the FDA, EMA or MHRA determines that the
request for designation was materially defective or if the manufacturer is unable to assure sufficient quantity of the drug to meet
the needs of patients with the rare disease or condition. In the U. S., the FDA may still approve a later marketing application
blocked by an ongoing period of orphan drug exclusivity in limited circumstances such as a shewing-demonstration of clinical
superiority to the product with orphan drug exclusivity or if the FDA finds that the holder of the orphan drug exclusivity has not
shown that it can assure the availability of sufficient quantities of the orphan drug to meet the needs of patients with the disease
or condition for which the product was approved. As a result, even if one of our product candidates receives orphan exclusivity,
the FDA can still approve or license other drugs or biological products that have a different active ingredient for use in treating
the same indication or disease. In addition, Congress is considering updates to the orphan drug provisions of the FDCA in
response to a 2021 Hh-Girenit-11thCircuit decision, Catalyst Pharms., Inc. v. Becerra, 14 F. 4th 1299 (11th Cir. 2021), in
which the court disagreed with the FDA’ s longstanding position that the orphan drug exclusivity only applies to the approved
use or indication within an eligible disease, and not to all uses or indications within the entire disease or condition. In particular,
the circuit court held that that the orphan- drug exclusivity for the drug developed by Catalyst Pharmaceuticals, Inc. (Catalyst)
blocked the FDA’ s approval of another drug for all uses or indications within the same orphan- designated disease, Lambert-
Eaton myasthenic syndrome (LEMS), even though Catalyst’ s drug was approved at that time only for use in the treatment of
LEMS in adults. Accordingly, the court ordered the FDA to set aside the approval of a drug indicated for LEMS in children.
This decision created uncertainty in the-application of the-orphan drug exclusivity to products on the market . Any changes to
the orphan drug provisions could change our opportunities for, or likelihood of success in obtaining, orphan drug exclusivity and
could materially adversely affect our business, financial condition, results of operations, cash flows and prospect. Even if we
obtain orphan drug exclusivity for a product, that exclusivity may not be maintained or effectively protect the product from
competition because different drugs can be approved for the same condition. BTD by the FDA and PRIME designation by the
EMA may not lead to a faster development or regulatory review or approval process and it does not increase the likelihood that
our product candidates will receive marketing approval. We Adthergh-we-have obtained BTD for tab- cel in the U. S. for
treatment of patients with EBV PTLD who have failed rituximab, these-however this designations— designation may not lead
to faster development or regulatory review and does not increase our likelihood of success. A breakthrough therapy is defined as
a drug or biologic that is intended, alone or in combination with one or more other drugs or biologics, to treat a serious or life-
threatening disease or condition and preliminary clinical evidence indicates that the drug, or biologic in our case, may
demonstrate substantial improvement over existing therapies on one or more clinically significant endpoints, such as substantial
treatment effects observed early in clinical development. For product candidates that have been designated as breakthrough
therapies, interaction and communication between the FDA and the sponsor of the study can help to identify the most efficient
path for clinical development while minimizing the number of patients placed in ineffective control regimens. Biologics
designated as breakthrough therapies by the FDA may also be eligible for other expedited review programs, such as priority
review. Based-on-our-Even though the FDA may grant prlorlty rev1ew of a marketlng appllcatlon for a product granted
BTD, BTD status is not cons1dered we 0 ab orFB D
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submiss&en—ts—deefned—te—be—eﬁmp-}e’ée— PRIME de51gnat10n supports the development and accelerated review by the EMA of

new therapies to treat patients with unmet medical need. Despite this designation and the associated opportunity for accelerated
assessment, the EMA may decide that additional time is needed for the MAA review and convert the MAA to a standard review
timeline. For example, the EMA converted the tab- cel MAA review timeline from accelerated to standard , despite tab- cel' s
PRIME designation . Designation as a breakthrough therapy is at the discretion of the FDA, and access to PRIME is at the
discretion of the EMA. Receipt of a BTD or PRIME designation for a product candidate may not result in a faster development
process, review or approval compared to drugs considered for approval under non- expedited FDA or EMA review procedures
and does not assure ultimate approval by either the FDA or EMA. In addition, the FDA or EMA, respectively, may later decide
that the product no longer meets the conditions for qualification and rescind the BTD or PRIME designation or decide that the
time period for FDA or EMA, respectively, review or approval will not be shortened. For example, in June 2022, FDA published
a draft guidance document outlining considerations for the FDA in rescinding BTD for products that no longer meet the
requirements for that designation. A Fast Track designation by the FDA —Wen—rﬁgfaﬁted—fer—et-her—euﬁeﬁt—er—fufufe—pfe&uet
eandidates;may not lead to a faster development or regulatory review, licensure process and does not increase the likelihood
that our product candidates will receive marketing licensure. We may seek fast track designation for one or more of our future
product candidates. If a drug or biological product is intended for the treatment of a serious or life- threatening disease or
condition and it demonstrates the potential to address unmet medical needs for such a disease or condition, the drug sponsor may
apply for FDA fast track designation for a particular indication. We may seek fast track designation for our product candidates,
but there is no assurance that the FDA will grant this designation to any of our proposed product candidates , even if such a
designation has been granted to similar products . Marketing applications submitted by sponsors of products in fast track
development may qualify for priority review under the policies and procedures offered by the FDA, but the fast track
designation does not assure any such qualification or ultimate marketing licensure by the FDA. The FDA has broad discretion
whether or not to grant fast track designation, so even if we believe a particular product candidate is eligible for this designation,
there can be no assurance that the FDA would decide to grant it. Even if we do receive fast track designation, we may not
experience a faster development process, review or licensure compared to conventional FDA procedures or pathways and
receiving a fast track designation does not provide assurance of ultimate FDA licensure. In addition, the FDA may withdraw fast
track designation at any time, including if it believes that the designation is no longer supported by data from our clinical
development program. Failure to obtain regulatory or payor approval in international jurisdictions would prevent our product
candidates from being marketed abroad. In addition to regulations in the U. S., to market and sell our products in the EU, the
UK, many Asian countries and other jurisdictions, we, or our current or future commercialization partners, must obtain separate
regulatory approvals and comply with numerous and varying regulatory requirements, both from a clinical and manufacturing
perspective. The approval procedure varies among countries and can involve additional testing. The time required to obtain
approval may differ substantially from that required to obtain FDA approval. The regulatory approval process outside the U. S.
generally includes all of the risks associated with obtaining FDA approval and may include additional risks. Clinical studies
accepted in one country may not be accepted by regulatory authorities in other countries. In addition, many countries outside the
U. S. require that a product be approved for reimbursement before it can be approved for sale in that country. A product
candidate that has been approved for sale in a particular country may not receive reimbursement approval in that country. We or
our partners may not be able to obtain approvals from regulatory authorities or payor authorities outside the U. S. on a timely
basis, if at all. Approval by a regulatory agency or payor does not ensure approval by any other regulatory or payor authorities in
other countries or jurisdictions. We may not be able to file for regulatory approvals and may not receive the approvals
necessary approvals-to commercialize our products in any market. If we or our partners are unable to obtain approval of any of
our product candidates by regulatory or payor authorities in the US, EU, the UK, Asia or elsewhere, the commercial prospects of
that product candidate may be significantly diminished. The proposed revision of the European legislation on pharmaceuticals ,
changes in governmental administration or changes in leadership at relevant agencies could lead to uncertainties over the
regulatory framework that will be applicable to medicinal products in the EU and US , including orphan medicinal products. In
April 2023, the EC published proposals to revise the existing European legislation on medicinal products (EU Pharma Law
Review). The revisions consist of two proposals, a new directive and a new regulation (EU Pharma Law Proposal) that would
amend and / or repeal and replace the relevant legislation concerning medicinal products for human use, including legislation
concerning orphan medicinal products and medicinal products for pediatric use. The EU pharma-Pharma Law Review could
have a significant impact on the designation of and incentives offered to orphan medicinal products in the EU. If adopted in
current form, the EU Pharma Law Proposal would introduce the possibility for the Cemmissienrr EC , by way of delegated acts,
to derogate from the current prevalence criterion, and introduce specific criteria for certain conditions, due to the characteristics
of such conditions or other scientific reasons. The EU Pharma Law Proposal also proposes changes to the current orphan market
exclusivity (OME) approach. If adopted in the current form, the EU Pharma Law Proposal would in most cases reduce the
duration of the OME and replace the current system of separate OME periods for each new indication with a system with a
single OME period for each active substance. Even if our product candidates receive regulatory approval, they may still face
future development and regulatory difficulties. Even if we, or our partners obtain regulatory approval for a product candidate, it
would be subject to ongoing requirements by the FDA and comparable foreign regulatory authorities governing the




manufacture, quality control, further development, labeling, packaging, storage, distribution, adverse event reporting, safety
surveillance, import, export, advertising, promotion, recordkeeping and reporting of safety and other post- marketing
information. These requirements include submissions of safety and other post- marketing information and reports, registration,
as well as continued compliance by us and / or our CMOs and CROs for any post- approval clinical studies that we conduct and
for continued commercialization of the product . They also include any post- approval requirements or commitments imposed
by FDA or comparable foreign regulatory authorities as a condition of approval, and / or any risk evaluation or mitigation
strategies (REMS), if applicable. The safety profile of any product will continue to be closely monitored by the FDA and
comparable foreign regulatory authorities after approval. If the FDA or comparable foreign regulatory authorities become aware
of new safety information after approval of any of our product candidates, they may require labeling changes or establishment of
a risk evaluation and mitigation strategy, impose significant restrictions on a product’ s indicated uses or marketing or impose
ongoing requirements for potentially costly post- approval studies or post- market surveillance. In addition, manufacturers of
drug products and their facilities are subject to initial and continual review and periodic inspections by the FDA and other
regulatory authorities for compliance with current cGMP, current GCP, current cGTP and other regulations. If we or a
regulatory agency discover previously unknown problems with a product, such as adverse events of unanticipated severity or
frequency, or problems with the facility where the product is manufactured or materials for the product manufacture are
sourced , a regulatory agency may impose restrictions on that product, the manufacturing facility or us, including requiring
recall or withdrawal of the product from the market or suspension of manufacturing. If we, our products, product candidates, or
the manufacturing facilities for our products or product candidates fail to comply with applicable regulatory requirements, a
regulatory agency may: ¢ issue warning letters or untitled letters; « mandate modifications to promotional materials or require us
to provide corrective information to healthcare practitioners; ¢ require us or our partners to enter into a consent decree, which
can include imposition of various fines, reimbursements for inspection costs, required due dates for specific actions and
penalties for noncompliance; ¢ seek an injunction or impose civil or criminal penalties or monetary fines; ¢ suspend, withdraw or
modify regulatory approval; * suspend or modify any ongoing clinical studies; * refuse to approve pending applications or
supplements to applications filed by us; * suspend or impose restrictions on operations, including costly new manufacturing
requirements; or ¢ seize or detain products, refuse to permit the import or export of products, require us to withdraw product
from the market, or require us to initiate a product recall. The occurrence of any event or penalty described above may also
generate negative publicity or inhibit our ability to successfully commercialize our products. Advertising and promotion of any
product candidate that obtains approval in the U. S. will be heavily scrutinized by the FDA, the Department of Justice (DOJ),
the Office of Inspector General of the Department of Health and Human Services (HHS), state attorneys general, members of
the U. S. Congress and the public. Additionally, advertising and promotion of any product candidate that obtains approval
outside of the U. S. will be heavily scrutinized by comparable foreign entities and stakeholders. For example, a company may
not promote “ off- label ” uses for its drug products. An off- label use is the use of a product for an indication that is not
described in the product’ s FDA- approved label in the U. S. or for uses in other jurisdictions that differ from those approved by
the applicable regulatory agencies. Physicians, on the other hand, may prescribe products for off- label uses. Although the FDA
and other regulatory agencies do not regulate a physician’ s choice of drug treatment made in the physician’ s independent
medical judgment, they do restrict promotional communications from companies or their sales force with respect to off- label
uses of products for which marketing clearance has not been issued. However, companies may share truthful and not misleading
information that is otherwise consistent with a product’ s FDA approved labeling. Violations, including actual or alleged
promotion of our products for unapproved or off- label uses, are subject to enforcement letters, inquiries and investigations, and
civil and criminal sanctions by the FDA or comparable foreign bodies. Any actual or alleged failure to comply with labeling and
promotion requirements may result in fines, warning letters, mandates to corrective information to healthcare practitioners,
injunctions, or civil or criminal penalties. Changes to Regutations-regulations , guidelines and recommendations published by
various government agencies and organizations may affect the use of our product candidates. Changes to regulations,
recommendations or other guidelines advocating alternative therapies for the indications we treat could result in decreased use
of our products. For example, although treatment with EBV- specific T cells is recognized as a recommended treatment for
persistent or progressive EBV PTLD as set forth in the National Comprehensive Cancer Network Guidelines, future guidelines
from governmental agencies, professional societies, practice management groups, private health / science foundations and other
organizations could lead to decreased ability to develop our product candidates, or decreased use of our products once approved
by applicable regulatory authorities. We may not successfully identify, acquire, develop or commercialize new potential product
candidates. Part of our business strategy is to expand our product candidate pipeline by identifying and validating new product
candidates, which we may develop ourselves, in- license or otherwise acquire from others. In addition, in the event that our
existing product candidates do not receive regulatory approval or are not successfully commercialized, then the success of our
business will depend on our ability to expand our product pipeline through internal development, in- licensing or other
acquisitions. We may be unable to identify relevant product candidates. If we do identify such product candidates, we may be
unable to reach acceptable terms with any third party from which we desire to in- license or acquire them. Any product
candidates we identify, acquire, in- license, develop, or manufacture may not be safe or effective for their targeted diseases, and
may not receive marketing authorization in a timely manner, or at all. Risks Related to Manufacturing We are subject to a
multitude of manufacturing risks, any of which could substantially increase our costs and limit supply of our product and
product candidates. Concurrently with the in- license of our existing product and product candidates, we acquired manufacturing
process know- how and, in some cases, inventory of process intermediates and clinical materials from our partners. Transferring
manufacturing processes, testing and associated know- how is complex and involves review and incorporation of both
documented and undocumented processes that may have evolved over time. In addition, transferring production to different
facilities may require utilization of new or different processes and / or equipment to meet the specific requirements of a given



facility. Each stage is retroactively and concurrently verified to be compliant with appropriate regulations. As a result, there is a
risk that all relevant know- how was not adequately transferred to us from our partners or that previous execution was not
compliant with applicable regulations. In addition, we need to conduct significant development and scale- up work to transfer
these processes and manufacture each of our product and product candidates for various studies, clinical studies and commercial
launch readiness. To the extent we elect to transfer manufacturing within our network of third party CMOs, we are required to
demonstrate that the product manufactured in the new or “ receiving ” facility is comparable and / or non- inferior to the
product manufactured in the original or *“ sending ™ facility. The inability to demonstrate to each of the applicable regulatory
authorities that eemparable-acceptable drug product was manufactured could delay the development of our product candidates
or availability of additional commercial product supplies. The processes by which some of our product and product candidates
are manufactured were initially developed by our partners for clinical purposes. We intend to evolve the processes developed by
our partners and the processes developed by us to support advanced clinical studies and commercialization requirements. We
similarly intend to evolve the processes originating at Atara to support advanced clinical studies and commercialization
requirements. Developing commercially viable manufacturing processes is a difficult and uncertain task, and there are risks
associated with scaling to the level required for advanced clinical studies or commercialization, including cost overruns,
potential problems with process scale- up, process reproducibility, comparability issues, stability, safety, purity and potency
issues, regulatory agency review and endorsement processes, consistency and timely availability of reagents or raw materials.
The manufacturing facilities in which our product and product candidates will be made could be adversely affected by
pandemics, earthquakes and other natural or man- made disasters, equipment failures, labor shortages, power failures, and
numerous other factors. In addition, there have been, and there may continue to be, transient interruptions in the supply of raw
materials and consumables used in the development and manufacturing of our preclinical and clinical cell therapies related to
raw material shortages due to the COVID- 19 pandemic or other global pressures, including leukapheresis collections, which
supply starting materials used in our product and product candidates, and raw materials and consumables specialized for cell
therapy manufacturing. If we are unable to obtain such raw materials or other necessary raw materials in a timely manner, our
business operations and manufacturing capabilities could be adversely affected. The process of manufacturing cellular therapies
is susceptible to product loss due to contamination, equipment failure or improper installation or operation of equipment, or
vendor or operator error. Even minor deviations from normal manufacturing and distribution processes for any of our product
and product candidates could result in reduced production yields, impact to key product quality attributes, and other supply
disruptions. Product defects can also occur unexpectedly. If microbial, viral or other contamination is discovered in reagents or
in our product and-or product candidates or in the manufacturing facilities in which our product and product candidates are
made, these manufacturing facilities may need to be closed for an extended period of time to allow us to investigate and remedy
the contamination. For example, we were-have been informed by a CMO of mold and other contamination in certain
manufacturing suites related to the manufacture of finished Ebvallo and tab- cel product and intermediates at the CMO’ s
facility . We have had to, and sve-may in the future need to, pause certain manufacturing activity at this CMO. We
continue to worked--- work with the CMO to 1nvest1gate and remedlate contamlnatlon issues but can make no assurance
regarding such remediation efforts eenta v g es-. Because
our T- cell immunotherapy product and product candldates are manufactured from cells collected from the blood of third party
donors, the process of manufacturing is susceptible to the availability of the third party donor material. The process of
developing products that can be commercialized may be particularly challenging, even if they otherwise prove to be safe and
effective. The manufacture of these product and product candidates involves complex processes. Some of these processes
require specialized equipment and highly skilled and trained personnel. The process of manufacturing these product and product
candidates will be susceptible to additional risks, given the need to maintain aseptic conditions throughout the manufacturing
process , which can be weeks . Contamination with viruses or other pathogens in either the donor material or materials utilized
in the manufacturing process or ingress of microbiological material at any point in the process may result in contaminated or
unusable product. Viral contaminants may also arise in recombinant viral reagent production systems used to manufacture viral
reagents used to manufacture product and product candidates. These types of eontaminations—- contamination could result in
delays in the manufacture of products which could result in delays in the development of our product candidates. Fhese
eontaminations— Contamination could also increase the risk of adverse side effects. Furthermore, our allogeneic products
ultimately consist of many individual cell intermediate or cell product lots, each with a different HLA profile. As a result, the
selection and distribution of the appropriate cell product lot for therapeutic use in a patient requires close coordination between
clinical operations, supply chain and quality assurance personnel. Any adverse developments affecting our, or our CMOs’
manufacturing operations for our product and product candidates may result in lot failures, inventory shortages, shipment
delays, product withdrawals or recalls or other interruptions in the supply of our drug product which could delay the
development of our product candidates or our ability to supply product to our commercial partners, including Pierre Fabre. We
may also have to write off inventory, incur other charges and expenses for supply of drug product that fails to meet
specifications, undertake costly remediation efforts, or seek more costly manufacturing alternatives. Inability to meet the
demand for our product and product candidates could damage our reputation and the reputation of our products among
physicians, healthcare payors, patients or the medical community that supports our product development efforts, including
hospitals and outpatient clinics. Delays in receiving regulatory approvals for product candidates produced at our CMOs’
facilities could delay our development plans and thereby limit our ability to generate revenues. The research and development
and process and analytical development labs within ARC and our facility in Aurora, Colorado, currently support our preelinteat
and-mid / late development activities. Product- specific qualification to support clinical development and commercial production
qualification activities are ongoing for product candidates at our CMOs’ facilities. If the appropriate regulatory approvals for
manufacturing product candidates at our CMOs’ facilities are delayed, we may not be able to manufacture sufficient quantities




of our product candidates, which would negatively impact commercial supply, limit our development activities and limit our
opportunities for growth. In addition to the similar manufacturing risks described in *“ Risks Related to Our Dependence on
Third Parties, ” our facilities, and our CMOs’ facilities, will be subject to ongoing, periodic inspection by the FDA, EMA or
other comparable regulatory agencies to ensure compliance with cGMP and GTP. Our, or our partrer-partners ', failure to
follow and document adherence to these regulations or other regulatory requirements may lead to significant delays in the
availability of products for clinical or ;rthe-fatare;-commercial use, may result in the termination of or a hold on a clinical
study, or may delay or prevent filing or approval of commercial marketing applications for our product candidates . For
example, in January 2025, we received the Response Letter from the FDA relating solely to observations during pre-
approval inspection of a third- party manufacturing facility in connection with our tab- cel BLA. The FDA also placed a
clinical hold on our INDs for tab- cel as well as our product candidate ATA3219. The clinical hold is directly linked to
inadequately addressed GMP compliance issues identified during the pre- approval inspection of a third party
manufacturing facility referenced in the Response Letter we received in January 2025. Although our ATA3219 product
candidate is manufactured at a separate, fully compliant GMP- certified facility, the starting materials used in its
production are affected by the compliance issues at the same third- party facility referenced in the Response Letter . We
also may encounter problems with the following: * achieving adequate inventory of clinical- grade materials that meet
regulatory agency standards or specifications with consistent and acceptable production yield and costs; ¢ shortages of qualified
personnel, raw materials or key contractors; and ¢ achieving and maintaining ongoing compliance with cGMP regulations and
other requirements of the FDA, EMA or other comparable regulatory agencies. Failure to comply with applicable regulations
could also result in sanctions being imposed on us, including fines, injunctions, civil penalties, a requirement to suspend or put
on hold one or more of our clinical studies, failure of regulatory authorities to grant marketing approval of our product
candidates, delays, suspension or withdrawal of approvals, license revocation, seizures or recalls of product candidates, operating
restrictions and criminal prosecutions, any of which could harm our business. Developing advanced manufacturing techniques
and process controls is costly, time consuming and is required to fully utilize our or our CMOs’ facilities. Failure to advance
manufacturing techniques and process controls could lead to a delay in obtaining approval for our product candidates. Without
further investment, advances in manufacturing techniques may render the facilities and equipment that manufacture our product
candidates inadequate or obsolete. A number of the product candidates in our portfolio, if approved by applicable regulatory
authorities, may require significant commercial supply to meet market demand. In these cases, we may need to increase, or *
scale up, ” the production process by a significant factor over the initial level of production. If we are unable to do so, are
delayed, or if the cost of this scale up is not economically feasible for us or we cannot find a third party supplier, we may not be
able to produce our product candidates in sufficient quantities to meet future demand. If one or more of our CMO’ s facilities is
damaged or destroyed or production at these facilities is otherwise interrupted, our business would be negatively affected. If any
of our CMOs’ manufacturing facilities, or the equipment in any such facilities, is either damaged or destroyed, we may not be
able to quickly or inexpensively replace such manufacturing capacity or replace it at all. In the event of a temporary or
protracted disruption in operations or loss of a facility or its equipment, we may not be able to transfer manufacturing to another
third party in the time required to maintain supply. Even if we could transfer manufacturing to another third party, the shift
would likely be expensive and time- consuming, particularly since the new facility would need to comply with the necessary
regulatory requirements or may require regulatory approval before selling any products manufactured at that facility. Such an
event could delay our clinical studies or reduce our commercial product revenues. Currently, we maintain insurance coverage
against damage to our property and to cover business interruption and research and development restoration expenses. However,
our insurance coverage may not reimburse us, or may not be sufficient to reimburse us, for any expenses or losses we may
suffer. We may be unable to meet our requirements for our product candidates if there were a catastrophic event or failure of our
current manufacturing facility or processes. Maintaining clinical and commercial timelines is dependent on our end- to- end
supply chain network to support manufacturing; if we experience problems with our third party suppliers or CMOs , we may
delay development and / or commercialization of our product and product candidates. We rely on our CMOs or our partners for
the current production of our product and product candidates and the acquisition of materials incorporated in or used in the
manufacturing or testing of our product and product candidates. Our CMOs or partners are not our employees, and except for
remedies available to us under our agreements with our CMOs or partners, we cannot directly control whether or not they
devote sufficient time and resources, including experienced staff, to the manufacturing of supply for our ongoing clinical,
nonclinical and preclinical programs and commercial product . Our CMOs for our product and product candidates will need to
be prepared to undergo pre- approval inspection in connection with our regulatory filings, and we cannot be certain that we will
be able to adequately support them through such inspection nor that they will successfully pass any such inspection. For
example, in January 2025, we received the Response Letter from the FDA relating solely to observations during pre-
approval inspection of a third- party manufacturing facility in connection with our tab- cel BLA. The FDA also placed a
clinical hold on our INDs for tab- cel as well as our product candidate ATA3219. The clinical hold is directly linked to
inadequately addressed GMP compliance issues identified during the pre- approval inspection of a third party
manufacturing facility referenced in the Response Letter we received in January 2025. To meet our projected supply needs
for clinical and commercial materials to support our activities through regulatory approval and commercial manufacturing of
tab- cel, product candidates resulting from our next- generation CAR T programs or any other product candidates, we will need
to transition the manufacturing of these materials to a CMO. Regardless of where production occurs, we will need to develop
relationships with suppliers of critical starting materials or reagents, increase the scale of production and demonstrate
comparability and / or non- inferiority of the material produced at these facilities to the material that was previously produced.
Transferring manufacturing processes, analytical methods and know- how is complex and involves review and incorporation of
both documented and undocumented processes that may have evolved over time. In addition, transferring production to different



facilities may require utilization of new or different processes to meet the specific requirements of a given facility. We would
expect additional comparability work will also need to be conducted to support the transfer of certain manufacturing processes
and process improvements. We cannot be certain that all relevant know- how and data has-have been adequately incorporated
into the manufacturing process until the completion of studies (and the related evaluations) intended to demonstrate the
comparability of material previously produced with that generated by us or our CMOs. If we or our CMOs are not able to
successfully transfer and produce comparable product and product candidates, our ability to further develop and manufacture
our product and product candidates may be negatively impacted. We still may need to identify additional CMOs for continued
production of supply for some of our product and product candidates. Given the nature of our manufacturing processes, the
number of CMOs who possess the requisite skill and capability to manufacture our T- cell immunotherapy product candidates,
and the critical intermediates or reagents used to manufacture such products, are limited. We have not yet identified alternate
suppliers in the event the current CMOs that we utilize are unable to scale production, or if we otherwise experience any
problems with them. We rely on our CMOs and manufacturing network for the production of our product and product
candidates. Our supply, and ability to maintain inventory, of these products and product candidates depends on the uninterrupted
and efficient operation of these facilities, which could be adversely affected by equipment failures, failure to meet regulatory or
c¢GMP requirements, labor or raw material shortages, public health epidemics, natural disasters, power failures, cyber- attacks
and many other factors. If we encounter any manufacturing or supply chain difficulties, we may be unable to meet the demand
for our products and product candidates. Manufacturing cellular therapies is complicated and tightly regulated by the FDA and
comparable regulatory authorities around the world, and although alternative third party suppliers with the necessary
manufacturing and regulatory expertise and facilities exist, it could be expensive and take a significant amount of time to
arrange for alternative suppliers, transfer manufacturing procedures and analytical methods to these alternative suppliers, and
demonstrate comparability and / or non- inferiority of material produced by such new suppliers. New manufacturers of any
product, product candidate , or intermediate would be required to qualify procedures under applicable regulatory requirements.
These manufacturers may not be able to manufacture our product and product candidates at costs, or in sufficient quantities, or in
a timely manner necessary to complete development of our product candidates or make commercially successful products. If we
are unable to arrange for alternative third party manufacturing sources, or to do so on commercially reasonable terms or in a
timely manner, we may not be able to complete development of our product candidates, or market or distribute them. In
addition, should the FDA or comparable regulatory authorities not agree with our product candidate specifications and
comparability methodologies or assessments for these materials, regulatory authorities may require that we conduct additional
studies, including bridging comparability testing, and further clinical development or commercial launch of our product
candidates could be substantially delayed. Reliance on third party manufacturers entails risks to which we would not be subject
if we manufactured product and product candidates ourselves, including reliance on the third party for regulatory compliance
and quality assurance, the possibility that the third party manufacturer does not maintain the financial resources to meet its
obligations under the manufacturing agreement, the possibility of breach of the manufacturing agreement by the third party
because of factors beyond our control, including a failure to manufacture our product candidates or any products we or our
partners may eventually commercialize in accordance with our specifications, misappropriation of our proprietary information,
including our trade secrets and know- how, the possibility that the third party does not devote sufficient time or resources to our
product candidates or any products we or our partners may eventually commercialize based on its own business priorities, the
possibility that the third party is acquired by another party and changes its business priorities, and the possibility of termination
or nonrenewal of the agreement by the third party, based on its own business priorities, at a time that is costly or damaging to us.
For example, the CRL MSA expires-expired on Mareh-August 31, 2024 and —Whtle-we are in aetive-negotiations with-to
wind- down our activities at CRL . We are exploring other options for the anew-eommeretal-manufactaring- manufacture
agreement-of our product and product candidates , there can be no assurance that we will be able to find a new CMO or
enter into a new commercial drug product supply agreement with €RE-a new CMO on terms favorable or acceptable to us or at
all. Any delays in entering into a new commercial manufacturing agreement and-or-further-extensionof the-eurrent CREMSA
could delay the development and comrnermahzatron of our product and product candrdates 1f approved —I-n—add-tt-teﬁ—l-ﬂwe—afe
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does not perform its obhgatrons under the Fujifilm MSA adequately or does not devote sufficient time or resources to our
product or product candidates, our operations, including the commercialization of our products, may be adversely impacted.
Similarly, if CRL does not perform its obligations under the CRL MSA adequately or does not devote sufficient time or
resources to our product or product candidates, our operations, including the commercialization of our products, may be
adversely impacted. We also have non- cancellable minimum purchase commitments for products and services in certain ef-eur
agreements with our CMOs, if we do not fulfill such minimum purchase commitments, we will need to pay such CMOs the
difference between the applicable minimum purchase commitment and our actual purchases of products and services for a given
period. In addition, the FDA and other regulatory authorities require that our product candidates and any products that we or our
partners may eventually commercialize be manufactured according to cGMP, cGTP and similar regulatory jurisdictional
standards. These requirements include, among other things, quality control, quality assurance and the maintenance of records
and documentation. The FDA or similar foreign regulatory agencies may also implement new standards at any time or change
their interpretations and enforcement of existing standards for manufacture, packaging or testing of products. We have limited
control over our manufacturers’ compliance with these regulations and standards and although we monitor our manufacturers,
we depend on them to provide honest and accurate information. Any failure by our third party manufacturers to comply with
c¢GMP or ¢cGTP or failure to scale up manufacturing processes, including any failure to deliver sufficient quantities of product
candidates in a timely manner, could lead to a delay in, or failure to obtain, regulatory approval of any of our product candidates.



In addition, such failure could be the basis for the FDA to issue a warning letter, withdraw approvals for product candidates
previously granted to us, or take other regulatory or legal action, including recall or seizure of outside supplies of the product
candidate, total or partial suspension of production, suspension of ongoing clinical studies, refusal to approve pending
applications or supplemental applications, detention et-of product, refusal to permit the import or export of products, injunction
or imposing civil and criminal penalties. We depend on third party suppliers and testing laboratories for key materials used to
produce or test our product and product candidates. Any significant disruption in our supplier relationships could harm our
business. Any significant delay in the supply of a product candidate for an ongoing clinical study could considerably delay
initiation or completion of our clinical studies, product testing and potential regulatory approval of our product candidates. If
raw materials or components cannot be purchased or fail to meet approved specifications, the commercial launch of our product
and product candidates could be delayed, or there could be a shortage in supply, which could impair our ability to generate
revenues from the sale of our product and product candidates. In January 2025, we received the Response Letter from the
FDA relating solely to observations during pre- approval inspection of a third- party manufacturing facility in
connection with our tab- cel BLA. The FDA also placed a clinical hold on our INDs for tab- cel, as well as our product
candidate ATA3219. The clinical hold is directly linked to inadequately addressed GMP compliance issues identified
during the pre- approval inspection of a third party manufacturing facility referenced in the Response Letter. Although
our ATA3219 product candidate is manufactured at a separate, fully compliant GMP- certified facility, the starting
materials used in its production are affected by the compliance issues at the same third- party facility referenced in the
Response Letter. We are dependent on Pierre Fabre for the commercialization of tab- cel (Ebvallo in the BE&-EEA ,
Switzerland and the UK) worldwide, including the United States. The failure of Pierre Fabre to meet its contractual, regulatory
or other obligations could adversely affect our business and our obligations under the HCRx Agreement. We have entered into
the A & R Commercialization Agreement for tab- cel (Ebvallo in the EB-EEA, Switzerland and the UK) worldwide for EBV-
positive cancers and are in the process of negotiating amendments to certain ancillary agreements as contemplated by the A & R
Commercialization Agreement to further advance our partnership with Pierre Fabre. The closing of the A & R
Commercialization Agreement occurred in December 2023. As a result, we are entirely dependent on Pierre Fabre for
marketing and commercialization, including negotiation of pricing and reimbursement, of tab- cel. The timing and amount of
any milestone and royalty payments we may receive under the A & R Commercialization Agreement, as well as the commercial
success of tab- cel, will depend on, among other things, the efforts, allocation of resources, negotiation of pricing and
reimbursement and successful commercialization of tab- cel by Pierre Fabre. Under the terms of the A & R Commercialization
Agreement, if we receive US BLA approval for tab- cel in patients with EBV PTLD, we are required to transfer the BLA to
Pierre Fabre. Pierre Fabre will be responsible for obtaining all other regulatory approvals and maintaining all regulatory
approvals. We will depend on Pierre Fabre to comply with numerous and varying regulatory requirements governing, if and
when applicable, the manufacture, quality control, further development, labeling, packaging, storage, distribution, adverse event
reporting, safety surveillance, import, export, advertising, promotion, recordkeeping and reporting of safety and other post-
marketing information. We do not control the individual efforts of Pierre Fabre and have limited ability to terminate the A & R
Commercialization Agreement if Pierre Fabre does not perform as expected. The failure of Pierre Fabre to devote sufficient time
and effort to comply with regulatory requirements and maintain the US BLA (if approved), the FE&-EEA, Switzerland and UK
marketing authorizations and other regulatory approvals and / or to meet their obligations to us, could have an adverse impact on
our financial results and operations, and our obligations under the HCRx Agreement with respect to the Initial Territory .
Furthermore, we are responsible for manufacturing and supplying tab- cel to Pierre Fabre for commercialization in the
Territory at cost plus a margin until the transfer of manufacturing responsibility to Pierre Fabre. Pierre Fabre will
assume the responsibility and cost for the manufacture and supply of tab- cel in the Territory upon the Manufacturing
Transition Date, which is defined as the earlier of i) the date on which all activities relating to the transfer of tab- cel
manufacturing, pursuant to the A & R Commercialization Agreement, from Atara to Pierre Fabre have been completed
to the reasonable satisfaction of both parties, or ii) December 31, 2025, throughout the remainder of the term of the A &
R Commercialization Agreement. Pierre Fabre and we are to use commercially reasonable efforts to achieve this prior to
the earlier transfer date from Atara to Pierre Fabre of the first marketing authorization in the Additional Territory or
the first BLA. We are in active discussions with Pierre Fabre on accelerating the progressive transfer of all operational
activities related to tab- cel, except the BLA sponsorship, to be completed as early as the end of the first quarter of 2025,
as well as assumption by Pierre Fabre of certain costs related to the remediation of the third party manufacturing
facility to address the FDA’ s requests in order to lift the clinical hold and to support resubmission of the BLA for tab-
cel. As part of these discussions, we expect to agree to reduce the amount of certain future potential regulatory and
commercial milestone payments relating to tab- cel in the Additional Territory. Any delays in completing the
manufacturing transfer to Pierre Fabre will increase our costs in order to meet our supply obligations and adversely
impact our ability to develop our product candidates, and any reduction in amounts of future potential regulatory or
commercial milestone payments may impact our future cash flows . We also depend on Pierre Fabre to comply with all
applicable laws relative to the commercialization of tab- cel in the Additional Territory. The failure of Pierre Fabre to devote
sufficient time and effort to the commercialization of tab- cel; to meet their obligations to us, including for future royalty and
milestone payments; to adequately deploy business continuity plans in the event of a crisis; and / or to satisfactorily resolve
significant disagreements with us or address other factors could have an adverse impact on our financial results and operations.
In addition, if Pierre Fabre violates, or are alleged to have violated, any laws or regulations during the performance of their
obligations for us, it is possible that we could suffer financial and reputational harm or other negative outcomes, including
possible legal consequences. Any termination, breach or expiration of the A & R Commercialization Agreement or ancillary
agreements, could have a material adverse effect on our financial position, and our obligations under the HCRx Agreement with



respect to the Initial Territory, by reducing or eliminating our right to receive fees, milestones and royalties. In such an event, we
may be required to devote additional efforts and to incur additional costs associated with the transfer of regulatory approvals and
commercialization of tab- cel. Alternatively, we may attempt to identify and transact with a new commercialization partner, but
there can be no assurance that we would be able to identify a suitable partner or transact on terms similar to the A & R
Commercialization Agreement or that are favorable to us. We may not realize the benefits of strategic alliances that we may
form in the future or of potential future product acquisitions or licenses. We may desire to form additional strategic alliances,
commercialization partnerships, create joint ventures or collaborations, enter into licensing arrangements with third parties or
acquire products or business, in each case that we believe will complement or augment our existing business. These
relationships or transactions, or those like them, may require us to incur nonrecurring and other charges, increase our near- and
long- term expenditures, issue securities that dilute our existing stockholders, reduce the potential profitability of the products
that are the subject of the relationship or disrupt our management and business. In addition, we face significant competition in
seeking appropriate strategic alliances and transactions and the negotiation process is time- consuming and complex and there
can be no assurance that we can enter into any of these transactions even if we desire to do so. Moreover, we may not be
successful in our efforts to establish a strategic alliance or other alternative arrangements for any future product candidates and
programs because our research and development pipeline may be insufficient, our product candidates and programs may be
deemed to be at too early a stage of development for collaborative effort and third parties may not view our product candidates
and programs as having the requisite potential to demonstrate a positive benefit / risk profile. Any delays in entering into new
strategic alliances agreements related to our product candidates could also delay the development and commercialization of our
product candidates and reduce their competitiveness even if they reach the market. In addition, any termination of established
strategic alliance agreements will terminate any potential future funding we may receive under the relevant agreements, and we
would have to seek a new partner for development or commercialization, curtail or abandon that development or
commercialization, or undertake and fund the development and commercialization of the relevant product. If we seek a new
partner but are unable to do so on acceptable terms, or at all, or do not have sufficient funds to conduct the development or
commercialization of products ourselves, we would have to explore other strategic options, including curtailing or abandoning
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Agreemeﬂa—lf we hcense products or acquire busmesses we may not be able to realize the benefit of these transactlons if we
are unable to successfully integrate them with our existing operations and company culture. We cannot be certain that, following
an acquisition or license, we will achieve the financial or strategic results that would justify the transaction. Risks Related to
Our Intellectual Property If we are unable to obtain and maintain sufficient intellectual property protection for our product
candidates, or if the scope of the intellectual property protection is not sufficiently broad, our ability to commercialize our
product candidates successfully and to compete effectively may be adversely affected. We rely upon a combination of patents,
trademarks, trade secrets and confidentiality agreements — both that we own or possess or that are owned or possessed by our
partners that-and are in- licensed to us — to protect the intellectual property related to our technology, product and product
candidates. When we refer to ““ our ” technologies, inventions, patents, patent applications or other intellectual property rights,
we are referring to both the rights that we own or possess as well as those that we in- license, many of which are critical to our
intellectual property protection and our business. For example, the product, product candidates and platform technology we have
licensed from our partners are protected primarily by patent or patent applications of our partners that we have licensed and as
confidential know- how and trade secrets. If the intellectual property that we rely on is not adequately protected, competitors
may be able to use our technologies and erode or negate any competitive advantage we may have. The patentability of
inventions and the validity, enforceability and scope of patents in the biotechnology field is uncertain because it involves
complex legal, scientific and factual considerations, and it has in recent years been the subject of significant litigation.
Moreover, the standards applied by the U. S. Patent and Trademark Office (USPTO) and non- U. S. patent offices in granting
patents are not always applied uniformly or predictably. For example, there is no uniform worldwide policy regarding patentable
subject matter or the scope of claims allowable in biotechnology patents. There is no assurance that all potentially relevant prior
art relating to our patents and patent applications is known to us or has been found in the instances where searching was done.
We may be unaware of prior art that could be used to invalidate an issued patent or prevent a pending patent application from
issuing-being issued as a patent. There also may be prior art of which we are aware, but which we do not believe affects the
validity or enforceability of a claim of one of our patents or patent applications, which may, nonetheless, ultimately be found to
affect the validity or enforceability of such claim. As a consequence of these and other factors, our patent applications may fail
to result in issued patents with claims that cover our preduet-products and product candidates in the U. S. or in other countries.
Even if patents have issued or do successfully issue from patent applications, and even if these patents cover our product and
product candidates, third parties may still challenge the validity, enforceability or scope thereof, which may result in these
patents being narrowed, invalidated or held to be unenforceable. No assurance can be given that if challenged, our patents would
be declared by a court to be valid or enforceable. Even if unchallenged, our patents and patent applications or other intellectual
property rights may not adequately protect our intellectual property, provide exclusivity for our product and product candidates
or prevent others from designing around our claims. The possibility exists that others will develop products on an independent
basis which have the same effect as our product and product candidates and which do not infringe our patents or other
intellectual property rights, or that others will design around the claims of patents that we have had issued that cover our product
and product candidates. If the breadth or strength of protection provided by our patents and patent applications with respect to
our product and product candidates are threatened, it could jeopardize our ability to commercialize our preduet-products and
product candidates and dissuade companies from collaborating with us. We may also desire to seek a license from a third party
who owns intellectual property that may be useful for providing exclusivity for our product and product candidates, or for




providing the ability to develop and commercialize a product candidate in an unrestricted manner. There is no guarantee that we
will be able to obtain a license from such a third party on commercially reasonable terms, or at all. Additionally fn-additienr, the
USPTO and various foreign governmental patent agencies require compliance with a number of procedural, documentary, fee
payment and other similar provisions during the patent application process. While an inadvertent lapse can in many cases be
cured by payment of a late fee or by other means in accordance with the applicable rules, there are situations in which
noncompliance can result in abandonment or lapse of the patent or patent application, resulting in partial or complete loss of
patent rights in the relevant jurisdiction. We and our partners have filed a number of patent applications eevering-with claims
directed to our product and product candidates or methods of using or making the product and those product candidates. We
cannot offer any assurances about which, if any, patents will be issued with respect to these pending patent applications, the
breadth of claims in any such patents that are ultimately issued or whether any issued patents will be found invalid and
unenforceable or will be threatened by third parties. Because patent applications in the U. S. and most other countries are
confidential for a period of time after filing, and some remain so until issued, we cannot be certain that we or our partners were
the first to file any patent application related to a product or product candidate. We or our partners may also become involved in
proceedings regarding our patents, including patent infringement lawsuits, interference or derivation proceedings, oppositions,
and inter partes and post- grant review proceedings before the USPTO the European Patent Office and other foreign non—t—S-
patent offices. Even if granted, patents have a limited lifespan. In the U. S., the natural expiration of a patent generally occurs 20
years after it is filed. Although various extensions may be available if certain conditions are met, the life of a patent and the
protection it affords is limited. If we encounter delays in our clinical studies or in obtaining regulatory approvals, the period of
time during which we could exclusively market any of our product and product candidates under patent protection, if approved,
could be reduced. Even if patents covering our product and product candidates are obtained, once the patent life has expired for
a product, we may be vulnerable to competition from biosimilar products, as we may be unable to prevent competitors from
entering the market with a product that is similar or identical to our product candidates. Furthermore, the research resulting in
certain of our licensed patent rights and technology was funded by the U. S. government. As a result, the government has certain
rights to these patent rights and technology. When new technologies are developed with government funding, the government
generally obtains certain rights in any resulting patents, including a non- exclusive license authorizing the government to practice
the invention for or on behalf of the U. S. These rights may permit the government to disclose confidential information on
which we rely to third parties and to exercise march- in rights to use or allow third parties to use our licensed technology. The
government can exercise its march- in rights if it determines that action is necessary because we fail to achieve practical
application of the government- funded technology, because action is necessary to alleviate health or safety needs, to meet
requirements of federal regulations or to give preference to U. S. industry. In addition, our rights in any inventions that result
from government- funded research may be subject to certain requirements to manufacture products embodying these inventions
in the U. S. If we are sued for infringing the intellectual property rights of third parties, the resulting litigation could be costly
and time- consuming and could prevent or delay our or our partners’ development and commercialization efforts. Our
commercial success depends, in part, on us and our partners not infringing the patents and proprietary rights of third parties.
There is a substantial amount of litigation and other adversarial proceedings, both within and outside the U. S., involving patent
and other intellectual property rights in the biotechnology and pharmaceutical industries, including patent infringement lawsuits,
interference or derivation proceedings, oppositions, and inter partes and post- grant review proceedings before the USPTO and
non- U. S. patent offices. Numerous U. S. and non- U. S. issued patents and pending patent applications owned by third parties
exist in the fields in which we are developing and may develop our product and product candidates. As the biotechnology and
pharmaceutical industries expand and more patents are issued, the risk increases that our product and product candidates may be
subject to claims of infringement of third parties’ patent rights, as it may not always be clear to industry participants, including
us, which patents cover various types of products or methods of use. The coverage of patents is subject to interpretation by the
courts, and the interpretation is not always uniform or predictable. Third parties may assert infringement claims against us based
on existing or future intellectual property rights, alleging that we are employing their proprietary technology without
authorization. There may be third party patents or patent applications with claims to materials, formulations, methods of
manufacture or methods for treatment related to the use or manufacturing of our product and product candidates that we failed to
identify. For example, patent applications covering our product and product candidates could have been filed by others without
our knowledge, since these applications generally remain confidential for some period of time after their filing date. Even
pending patent applications that have been published, including some of which we are aware, could be later amended in a
manner that could cover our product and product candidates or their use or manufacture. In addition, we may have analyzed
patents or patent applications of third parties that we believe are relevant to our activities and believe that we are free to operate
in relation to any of our product and product candidates, but our competitors may obtain issued claims, including in patents we
consider to be unrelated, which may block our efforts or potentially result in any of our product, product candidates or our
activities infringing their claims. If we or our partners are sued for patent infringement, we would need to demonstrate that our
product candidates, preduets— product and methods either do not infringe the patent claims of the relevant patent or that the
patent claims are invalid, and we may not be able to do this. Proving that a patent is invalid is difficult and even if we are
successful in the relevant proceedings, we may incur substantial costs and the time and attention of our management and
scientific personnel could be diverted from other activities. If any issued third - party patents were held by a court of competent
jurisdiction to cover aspects of our materials, formulations, methods of manufacture or methods for treatment, we could be
forced, including by court order, to cease developing, manufacturing or commercializing the relevant product or product
candidate until the relevant patent expired. Alternatively, we may desire or be required to obtain a license from such third party
in order to use the infringing technology and to continue developing, manufacturing or marketing the infringing product or
product candidate. However, we may not be able to obtain any required license on commercially reasonably terms, or at all.



Even if we were able to obtain a license, the rights may be nonexclusive, which could result in our competitors gaining access to
the same intellectual property licensed to us. We may face claims that we misappropriated the confidential information or trade
secrets of a third party. If we are found to have misappropriated a third party’ s trade secrets, we may be prevented from further
using these trade secrets, which could limit our ability to develop our product candidates. Defending against intellectual property
claims could be costly and time consuming, regardless of the outcome. Thus, even if we were to ultimately prevail, or to settle
before a final judgment, any litigation could burden us with substantial unanticipated costs. In addition, litigation or threatened
litigation could result in significant demands on the time and attention of our management team, distracting them from the
pursuit of other company business. During the course of any intellectual property litigation, there could be public
announcements of the results of hearings, rulings on motions, and other interim proceedings in the litigation and these
announcements may have negative impact on the perceived value of our product, product candidates, programs or intellectual
property. In the event of a successful intellectual property claim against us, we may have to pay substantial damages, including
treble damages and attorneys’ fees if we are found to have willfully infringed a patent, or to redesign our infringing product and
product candidates, which may be impossible or require substantial time and monetary expenditure. In addition to paying
monetary damages, we may lose valuable intellectual property rights or personnel and the parties making claims against us may
obtain injunctive or other equitable relief, which could impose limitations on the conduct of our business. We may also elect to
enter into license agreements in order to settle patent infringement claims prior to litigation, and any of these license agreements
may require us to pay royalties and other fees that could be significant. As a result of all of the foregoing, any actual or
threatened intellectual property claim could prevent us or our partners from developing or commercializing a product or product
candidate or force us to cease some aspect of our business operations. We may not be able to protect our intellectual property
rights throughout the world. Filing, prosecuting, enforcing and defending patents on all of our preduet-products and product
candidates in all countries throughout the world would be prohibitively expensive. Our intellectual property rights in certain
countries outside the U. S. may be less extensive than those in the U. S. In addition, the laws of certain foreign countries do not
protect intellectual property rights to the same extent as laws in the U. S. Consequently, we and our partners may not be able to
prevent third parties from practicing our inventions in countries outside the U. S., or from selling or importing infringing
products made using our inventions in and into the U. S. or other jurisdictions. Competitors may use our technologies in
jurisdictions where we have not obtained patent protection or where we do not have exclusive rights under the relevant patents to
develop their own products and, further, may export otherwise- infringing products to territories where we and our partners have
patent protection but where enforcement is not as strong as that in the U. S. These infringing products may compete with our
product and product candidates in jurisdictions where we or our partners have no issued patents or where we do not have
exclusive rights under the relevant patents, or our patent claims and other intellectual property rights may not be effective or
sufficient to prevent them from so competing. Many companies have encountered significant problems in protecting and
defending intellectual property rights in foreign jurisdictions. The legal systems of certain countries, particularly certain
developing countries, do not favor the enforcement of patents and other intellectual property protection, particularly those
relating to biopharmaceuticals, which could make it difficult for us and our partners to stop the infringement of our patents or
marketing of competing products in violation of our intellectual property rights generally. Proceedings to enforce our patent
rights in foreign jurisdictions could result in substantial costs and divert our attention from other aspects of our business, could
put our patents at risk of being invalidated or interpreted narrowly, could put our patent applications at risk of not issuing, and
could provoke third parties to assert claims against us or our partners. We or our partners may not prevail in any lawsuits that we
or our licensors initiate, and even if we or our licensors are successful the damages or other remedies awarded, if any, may not
be commercially meaningful. We have in- licensed a significant portion of our intellectual property from our partners. If we
breach any of our license agreements with these partners, we could lose the ability to continue the development and potential
commercialization of one or more of our product candidates. We hold rights under license agreements with our partners,
including MSK and-QBIMRBerghefer-that are important to our business. Our discovery and development platform is built, in
part, around patent rights in- licensed from our partners. Under our existing license agreements, we are subject to various
obligations, including diligence obligations with respect to development and commercialization activities, payment obligations
upon achievement of certain milestones and royalties on product sales. If there is any conflict, dispute, disagreement or issue of
nonperformance between us and our counterparties regarding our rights or obligations under these license agreements, including
any conflict, dispute or disagreement arising from our failure to satisfy diligence or payment obligations, we may be liable to
pay damages and our counterparties may have a right to terminate the affected license . For example, we are in disagreement
with MSK on whether we owe a portion of the upfront payments and milestones we received from Pierre Fabre under
the A & R Commercialization Agreement to MSK under the terms of our license agreements with MSK. We have
entered into evaluative non- binding mediation with MSK to potentially resolve this disagreement. There is no guarantee
we will reach a favorable outcome in the mediation or on this matter and we may owe a portion of future milestones we
receive from Pierre Fabre to MSK . The termination of any license agreement with one of our partners would materially
adversely affect our ability to utilize the intellectual property that is subject to that license agreement in our drug discovery and
development efforts, our ability to enter into future collaboration, licensing and / or marketing agreements for one or more
affected product and product candidates and our, or our partners’ ability to commercialize the affected product and product
candidates. Furthermore, a disagreement under any of these license agreements may harm our relationship with the partner,
which could have negative impacts on other aspects of our business. We may become involved in lawsuits to protect or enforce
our intellectual property, which could be expensive, time- consuming and unsuccessful and have a material adverse effect on the
success of our business. Third parties may infringe our patents or misappropriate or otherwise violate our intellectual property
rights. Our patent applications cannot be enforced against third parties practicing the technology claimed in these applications
unless and until a patent issues from the applications, and then only to the extent the issued claims cover the technology. In the



future, we or our partners may elect to initiate legal proceedings to enforce or defend our or our partners’ intellectual property
rights, to protect our or our partners’ trade secrets or to determine the validity or scope of our intellectual property rights. Any
claims that we or our partners assert against perceived infringers could also provoke these parties to assert counterclaims against
us or our partners alleging that we or our partners infringe their intellectual property rights or that our intellectual property rights
are invalid. Interference or derivation proceedings provoked by third parties, brought by us or our partners, or brought by the
USPTO or any non- U. S. patent authority may be necessary to determine the priority of inventions or matters of inventorship
with respect to our patents or patent applications. We or our partners may also become involved in other proceedings, such as
reexamination or opposition proceedings, inter partes review, post- grant review or other pre- issuance or post- grant
proceedings in the USPTO or its foreign counterparts relating to our intellectual property or the intellectual property of others.
An unfavorable outcome in any of these proceedings could require us or our partners to cease using the related technology and
commercializing our product and product candidates, or to attempt to license rights to it from the prevailing party. Our business
could be harmed if the prevailing party does not offer us or our partners a license on commercially reasonable terms if any
license is offered at all. Even if we or our licensors obtain a license, it may be non- exclusive, thereby giving our competitors
access to the same technologies licensed to us or our licensors. In addition, if the breadth or strength of protection provided by
our patents and patent applications is threatened, it could dissuade companies from collaborating with us to license, develop or
commercialize current or future product and product candidates. Any intellectual property proceedings can be expensive and
time- consuming. Our or our partners’ adversaries in these proceedings may have the ability to dedicate substantially greater
resources to prosecuting these legal actions than we or our partners can. Accordingly, despite our or our partners’ efforts, we or
our partners may not be able to prevent third parties from infringing upon or misappropriating our intellectual property rights,
particularly in countries where the laws may not protect our rights as fully as in the U. S. Even if we are successful in the
relevant proceedings, we may incur substantial costs and the time and attention of our management and scientific personnel
could be diverted from other activities. We could be found liable for monetary damages, including treble damages and
attorneys’ fees, if we are found to have willfully infringed a patent. In addition, in an infringement proceeding, a court may
decide that one or more of our patents is invalid or unenforceable, in whole or in part, or may refuse to stop the other party from
using the technology at issue on the grounds that our patents do not cover the technology in question. An adverse result in any
litigation proceeding could put one or more of our patents at risk of being invalidated, held unenforceable or interpreted
narrowly. Furthermore, because of the substantial amount of discovery required in connection with intellectual property
litigation, there is a risk that some of our confidential information could be compromised by disclosure during this type of
litigation. In addition, there could be public announcements of the results of hearings, motions or other interim proceedings or
developments. If we are unable to protect the confidentiality of our trade secrets and other proprietary information, the value of
our technology could be materially adversely affected and our business could be harmed. In addition to seeking the protection
afforded by patents, we rely on trade secret protection and confidentiality agreements to protect proprietary know- how that is
not patentable or that we elect not to patent, processes for which patents are difficult to enforce, and other elements of our
technology, discovery and development processes that involve proprietary know- how, information or technology that is not
covered by patents. The T- cell immunotherapy product candidates and platform technology we have licensed from our partners
are protected primarily as confidential know- how and trade secrets. Any disclosure to or misappropriation by third parties of
our confidential proprietary information could enable competitors to quickly duplicate or surpass our technological
achievements, including by enabling them to develop and commercialize products substantially similar to or competitive with
our product candidates, thus eroding our competitive position in the market. Trade secrets can be difficult to protect. We seek to
protect our proprietary technology and processes, in part, by entering into confidentiality agreements and invention assignment
agreements with our employees, consultants, CMOs, and outside scientific advisors, contractors and collaborators. These
agreements are designed to protect our proprietary information. Although we use reasonable efforts to protect our trade secrets,
our employees, consultants, contractors, or outside scientific advisors might intentionally or inadvertently disclose our trade
secrets or confidential, proprietary information to competitors. In addition, competitors may otherwise gain access to our trade
secrets or independently develop substantially equivalent information and techniques. If any of our confidential proprietary
information were to be lawfully obtained or independently developed by a competitor, we would have no right to prevent such
competitor from using that technology or information to compete with us, which could harm our competitive position. Enforcing
a claim that a third party illegally obtained and is using any of our trade secrets is expensive and time consuming, and the
outcome is unpredictable. In addition, the laws of certain foreign countries do not protect proprietary rights such as trade secrets
to the same extent or in the same manner as the laws of the U. S. Misappropriation or unauthorized disclosure of our trade
secrets to third parties could impair our competitive advantage in the market and could materially adversely affect our business,
results of operations and financial condition. Risks Related to Commercialization of Our Product and Product Candidates Our
commercial success depends upon developing a clearly differentiated product and attaining significant market acceptance of
our product and product candidates, if approved, among physicians, patients, healthcare payors and the medical community,
including hospitals and outpatient clinics. Even if we or our partners obtain regulatory approval for any of our product
candidates that we may develop or acquire in the future, the product may not gain market acceptance among physicians,
healthcare payors, patients or the medical community that supports our product development efforts, including hospitals and
outpatient clinics. Market acceptance of any of our product and product candidates for which we receive approval depends on a
number of factors, including: « the efficacy and safety of the product candidates as demonstrated in clinical studies; ¢ the clinical
indications and patient populations for which the product candidate is approved; ¢ the inclusion into clinical treatment
guidelines; * acceptance by physicians and patients of the drug as a safe and effective treatment; ¢ the administrative and
logistical burden of treating patients ;  the differentiation profile versus other approved therapies at the time of
commercialization ; « the ability to identify in a timely manner the appropriate patients who will benefit from specific therapy;



« the consideration of novel cellular therapies by physicians, hospitals and third party payors; ¢ the potential and perceived
advantages of product candidates over alternative treatments; ¢ the safety of product candidates seen in a broader patient group,
including its use outside the approved indications; * any restrictions on use together with other medications; ¢ the prevalence and
severity of any side effects; * product labeling or product insert requirements of the FDA or other regulatory authorities; ¢ the
geography and timing of market introduction of our products as well as competitive products; ¢ the development of
manufacturing and distribution processes for our product and product candidates; ¢ the cost of treatment in relation to alternative
treatments; ¢ the availability of coverage and adequate reimbursement from, and our commercialization partners =' ability to
negotiate pricing with, third- party payors and government authorities ; * the limited healthcare resources to accommodate
CAR T therapies ; * relative convenience and ease of administration; * the ability to achieve a pricing and reimbursement
recommendation or commercial agreement with national payors; and  the effectiveness of our commercialization partners '
sales and marketing efforts. Even if we or our partners are able to commercialize our product and product candidates, the
products may not receive coverage and adequate reimbursement from third party payors in the U. S. and in other countries in
which our partners seek to commercialize our products, which could harm our business. Our ability to commercialize any
product successfully will depend, in part, on the extent to which coverage and adequate reimbursement for these products and
related treatments will be available from government health administration authorities, private health insurers and other
organizations. Government authorities and third party payors, such as private health insurers and health maintenance
organizations, determine which medications they will cover and establish reimbursement levels. A primary trend in the
healthcare industry is cost containment. Government authorities and third party payors continue to support initiatives to control
costs by limiting coverage and the amount of reimbursement for particular medications. Increasingly, third party payors are
requiring that drug companies provide them with predetermined discounts from list prices and are challenging the prices
charged for medical products. Third party payors may also seek additional clinical evidence, beyond the data required to obtain
regulatory approval, demonstrating clinical benefits and value in specific patient populations before covering our products for
those patients. We cannot be sure that coverage and adequate reimbursement will be available for any product that our partners
commercialize and, if reimbursement is available, what the level of reimbursement will be. In some countries such as the U. S.,
greater cost- shifting from the payor to the patient is also a trend, and higher patient copayments or other administrative burdens
could lead to reduced demand from patients or healthcare professionals. This could particularly be the case in a challenging
economic climate. Coverage and reimbursement may impact the demand for, or the price of, any product or product candidate
for which we obtain regulatory approval, and ultimately our partners’ ability to successfully commercialize any product or
product candidate for which we obtain regulatory approval. There may be significant delays in obtaining coverage and
reimbursement for newly approved drugs, and coverage may be more limited than the purposes for which the drug is approved
by the FDA or comparable foreign regulatory authorities. Moreover, eligibility for coverage and reimbursement does not imply
that any drug will be paid for in all cases or at a rate that covers our costs, including research, development, manufacture, sale
and distribution. Interim reimbursement levels for new drugs, if applicable, may also not be sufficient to cover our costs and
may only be temporary. Reimbursement rates may vary according to the use of the drug and the clinical setting in which it is
used, may be based on reimbursement levels already set for lower cost drugs and may be incorporated into existing payments
for other services. Net prices for drugs may be reduced by mandatory discounts or rebates required by government healthcare
programs or private payors and by any future relaxation of laws that presently restrict imports of drugs from countries where
they may be sold at lower prices than in the U. S. Coverage and reimbursement policies for drug products can differ
significantly from payor to payor as there is no uniform policy of coverage and reimbursement for drug products among third
party payors in the U. S. Third party payors in the U. S. often rely upon Medicare coverage policy and payment limitations in
setting their own reimbursement policies. The process of determining coverage and reimbursement is often time consuming and
costly which will require us to provide scientific and clinical support for the use of our products to each payor separately, with
no assurance that coverage or adequate reimbursement will be obtained. It is difficult to predict at this time what government
authorities and third party payors will decide with respect to coverage and reimbursement for our drug products. Our partners’
inability to promptly obtain coverage and prefitable-adequate reimbursement rates from both government- funded and private
payors for any approved products that we develop could have a material adverse effect on our operating results, our ability to
raise capital needed and our overall financial condition. Current and future legislation, including potentially unfavorable pricing
regulations or other healthcare reform initiatives, may increase the difficulty and cost for us to obtain regulatory approval of our
product candidates and affect the prices for our product and product candidates. The regulations that govern, among other
things, regulatory approvals, coverage, pricing and reimbursement for new drug products vary widely from country to country.
In the U. S. and some foreign jurisdictions, there have been a number of legislative and regulatory changes and proposed
changes regarding the healthcare system that could prevent or delay regulatory approval of our product candidates, restrict or
regulate post- approval activities and affect our ability to successfully sell any product and product candidates for which we
obtain regulatory approval. In particular, in March 2010, the Patient Protection and Affordable Care Act, as amended by the
Health Care and Education Reconciliation Act, collectively, the Affordable Care Act (ACA), was enacted, which substantially
changed the way healthcare is financed by both governmental and private insurers, and continues to significantly impact the U.
S. pharmaceutical industry. The Affordable Care Act and its implementing regulations, among other things, addressed a new
methodology by which rebates owed by manufacturers under the Medicaid Drug Rebate Program are calculated for certain
drugs and biologics, including our product candidates, increased the minimum Medicaid rebates owed by manufacturers under
the Medicaid Drug Rebate Program, extended the Medicaid Drug Rebate Program to utilization of prescriptions of individuals
enrolled in Medicaid managed care organizations, subjected manufacturers to new annual fees and taxes for certain branded
prescription drugs, and provided incentives to programs that increase the federal government’ s comparative effectiveness
research . As of January 1, 2024, manufacturers' Medicaid Drug Rebate Program rebate liability is no longer capped,



potentially resulting in a manufacturer paying more in Medicaid Drug Rebate Program rebates than it receives on the
sale of certain covered outpatient drugs . Other legislative changes have been proposed and adopted in the U. S. since the
ACA was enacted. In August 2011, the Budget Control Act of 2011, among other things, created measures for spending
reductions by the U. S. Congress. This includes aggregate reductions of Medicare payments to providers of 2 % per fiscal year,
which went into effect in April 2013. As a result of the COVID- 19 pandemic, this reduction was temporarily suspended from
May 1, 2020 through March 31, 2022, with subsequent reductions to 1 % from April 1, 2022 uﬁt—i-l—through June 30, 2022. The 2
% reductlon was then rernstated and has been in effect since June-36-July 1 , 2022, and will remain in effect through ¢with
addrt—teﬂal—fedﬁet-teﬂs—ef—Z—Zé%m—the ﬁrst ha-l-f—ef—elght months in whlch the FY %939—2032 sequestratlon order and-3-%-in
3 : r-is taken-in effect

. In January 2013 the Amerrcan Taxpayer Rehef Act of 2012 was enacted which, among other thrngs further reduced Medicare
payments to several providers, including hospitals and outpatient clinics, and increased the statute of limitations period for the
government to recover overpayments to providers from three to five years. There have been judicial and Congressional
challenges to numerous elements of the ACA, as well as efforts by both the executive and legislative branches of the federal
government to repeal or replace certain aspects of the ACA. While the U. S. Congress has not passed comprehensive repeal
legislation, it has enacted laws that modify certain provisions of the ACA, such as removing penalties, starting January 1, 2019,
for not complying with the ACA’ s individual mandate to carry health insurance and eliminating the implementation of certain
mandated fees. On June 17, 2021, the U. S. Supreme Court dismissed a legal challenge to the law brought by several states
arguing that, without the individual mandate, the entire ACA was unconstitutional. The Supreme Court dismissed the lawsuit
without ruling on the merits of the states’ constitutionality arguments. Further, the Inflation Reduction Act (IRA ), signed
into law in August 2022, extended the provision of enhanced subsidies for individuals purchasing health coverage through the
ACA marketplace. The enhanced subsidies, which were originally passed as part of the American Rescue Plan Act are now
extended through 2025. In the future, there may be additional challenges and / or amendments to the ACA. It is unclear how
future litigation and the healthcare reform measures of the-Biden-future presidential administratiorradministrations will
impact the ACA and our business. There have been, and likely will continue to be, legislative and regulatory proposals at the
foreign, federal and state levels directed at broadening the availability of healthcare and containing or lowering the cost of
healthcare. We cannot predict the initiatives that may be adopted in the future. The continuing efforts of governments, insurance
companies, managed care organizations and other payors of healthcare services to contain or reduce costs of healthcare,
including by imposing price controls, may adversely affect the demand for our product and product candidates for which we
obtain regulatory approval and our ability to set a price that we believe is fair for our products. Any reduction in reimbursement
from Medicare or other government programs may result in a similar reduction in payments from private payors. For example, in
April 2023, the European Commission adopted a wide- ranging proposal for a new Directive and a new Regulation. If made into
law, this proposal will revise and replace the existing general pharmaceutical legislation. This change will likely result in
significant changes to the pharmaceutical industry. In particular, it is expected that the new Directive and Regulations will, if
made into law, affect the duration of the period of regulatory protection afforded to medicinal products including regulatory data
protection (also called “ data exclusivity ), marketing exclusivity afforded to orphan medicinal products, as well as the
conditions of eligibility to the orphan designation. Legislative and regulatory proposals have been made to expand post-
approval requirements and restrict sales and promotional activities for pharmaceutical products. We cannot be sure whether
additional legislative changes will be enacted, or whether the U. S. or foreign regulations, guidance or interpretations will be
changed, or what the impact of these changes on the regulatory approvals of our product and product candidates, if any, may be.
In the U. S., the EU and other potentially significant markets for our product and product candidates, government authorities and
third party payors are increasingly attempting to limit or regulate the price of medical products and services, particularly for new
and innovative products and therapies, which has resulted in lower average selling prices for certain products in certain markets.
In the U. S., there have been several Congressional inquiries and proposed and enacted federal and state legislation designed to,
among other things, bring more transparency to drug pricing, review the relationship between pricing and manufacturer patient
programs, and reform government program reimbursement methodologies for drugs. For example, the Consolidated
Appropriations Act of 2021 included several drug price reporting and transparency measures, such as a new requirement for
certain Medicare plans to develop tools to display Medicare Part D prescription drug benefit information in real time and for
group and health insurance issuers to report information on pharmacy benefit and drug costs to the Secretaries of Health and
Human Services, Labor, and the Treasury. Additionally, the IRA allows Medicare to: beginning in 2026, establish a *“ maximum
fair price ” for certain pharmaceutical and biological products covered under Medicare Parts B and D; beginning in 2023,
penalize drug companies that raise prices for products covered under Medicare Parts B and D faster than inflation; and
beginning in 2025 impose new discount obligations on pharmaceutical and biological manufacturers for products covered under
Medicare Part D. CMS has-alse-continues to taken— take steps to implement the IRA, including , most notably : enJuane-36
releasing the negotiated maximum prices , whlch will be effectlve in %92—3—2026 for ﬂsﬂmg—guida-nee—det&r}mg—t-he

fequﬁeﬂaents-aﬂd—pafa-metefs-e%the first retnd

ﬁn—Beeem-ber—l-4—292-3—fe}easmg—a—hst—llsts of 48—Medrcare Part B products that had—a-n—are subject to adJusted coinsurance f&te
rates based on the inflationary rebate provisions of the IRA for-the-time-pertod-ofJanuary+, and announcing a list of fifteen
additional drugs that will be subject to price negotiations during 2024-2025 te-Mareh3+2624- While it remains to be seen
how the drug pricing provisions imposed by the IRA will affect the broader pharmaceutical industry, several pharmaceutical



manufacturers and other industry stakeholders have challenged the law, including through lawsuits brought against the U. S.
Department of Health and Human Services, the Secretary of the U. S. Department of Health and Human Services, CMS, and the
CMS Administrator challenging the constitutionality and administrative implementation of the IRA’ s drug price negotiation
provisions. There have also been admmlstlatl\ e dev elopments in the U. S. related to dluo pllung For exdmple on February2

o i o orty g d-stp y PrOTRE ngh quallty cancer care more
affordable to both patlents and Medlcare AddltlonallyMest—feeeﬂt-}y— onF ebllldl\/ 14,2023, the Department of Health and
Human Services issued a report trresponse-to-the-Oetober14;2022 Exeeutive-Order;-which, among other things, selects three
potential drug affordability and accessibility models to be tested by the CMS Innovation Center. Specifically, the report
addresses: (1) a model that would allow Part D Sponsors to establish a “ high- value drug list ” setting the maximum ee-out -
paymentamount-of- pocket costs for certain common generic drugs at $ 2 per month per drug ; (2) a Medicaid- focused
model that would establish a partnership between CMS, manufacturers, and state Medicaid agencies that would result in multi-
state outcomes- based agreements for certain cell and gene therapy drugs; and (3) a model that would adjust Medicare Part B
payment amounts for Auelerdted Approx al P1001(1m dlugs to adv ance the dev elopments of novel tleatments 9ﬁ—z°rttgﬁs-t%9—

dfttg—pﬂee—ﬂegeﬁ&&efhpfeﬂs-teﬂs—()t her pfepesed-recent admlmstl atl\ e actions may aﬁect our upcomlng government pricing

responsibilities stemming from our anticipated participation in government pricing programs . For example, in
September 2024, CMS has-issued-propesals-published a final rule that included significant revisions to certain amend-the
existing-Medicaid Drug Rebate Program regulations-provisions, including, but not limited to: (i) new definitions for key
terms under the Medicaid Drug Rebate Program, such as" covered outpatient drug'" and" market date'"; (ii) revised
processes for identifying drug misclassifications, as well as additional penalties that can be imposed against
manufacturers in connection with such misclassifications; and (iii) a new 12- quarter time limit for manufacturers to
initiate disputes, hearing requests, and audits for state- invoiced rebate amounts . In addition, there are pending legal and
legislative developments relating to the 340B drug pricing program, including ongoing litigation challenging federal
enforcement actions against manufacturers and recently introduced and enacted state legislation. In March 2024, the US Court
of Appeals for the Eighth Circuit upheld the Arkansas law prohibiting drug makers for restricting 340B drug discounts
for providers using contract pharmacies. It remains to be seen how these drug pricing initiatives will affect the broader
pharmaceutical industry . The results of the 2024 Presidential and Congressional elections, and potential subsequent
developments further increase the uncertainty related to the healthcare regulatory environment, particularly given the
Trump Administration’ s stated commitment to significantly reduce government spending through cuts to federal
healthcare programs and reductions in the workforces of key government agencies, such as HHS and CMS. In addition,
on June 28, 2024, the U. S. Supreme Court issued an opinion holding that courts reviewing agency action pursuant to the
Administrative Procedure Act (APA) “ must exercise their independent judgment ” and “ may not defer to an agency
interpretation of the law simply because a statute is ambiguous. ” The decision will have a significant impact on how
lower courts evaluate challenges to agency interpretations of law, including those by CMS and other agencies with
significant oversight of the healthcare industry. The new framework is likely to increase both the frequency of such
challenges and their odds of success by eliminating one way in which the government previously prevailed in such cases.
As a result, significant regulatory policies may be subject to increased litigation and judicial scrutiny. Any resulting
changes in regulation may result in unexpected delays, increased costs, or other negative impacts that are difficult to
predict but could have a material adverse effect on our business and financial condition. For example, certain of these
changes could impose additional limitations on the rates we will be able to charge for our future products or the amounts
of reimbursement available for our future products from governmental agencies or third- party payors . At the state
level, legislatures have increasingly passed legislation and implemented regulations designed to control pharmaceutical and
biological product pricing, including price or patient reimbursement constraints, discounts, restrictions on certain product access
and marketing cost disclosure and transparency measures, and, in some cases, to encourage importation from other countries



and bulk purchasing. Another emerging trend at the state level is the establishment of prescription drug affordability boards,
some of which will prospectively permit certain states to establish upper payment limits for drugs that the state has determined
to be *“ high- cost ”. Furthermore, the increased emphasis on managed healthcare in the U. S. and on country and regional
pricing and reimbursement controls in the EU will put additional pressure on product pricing, reimbursement and usage, which
may adversely affect our future product sales. These pressures can arise from rules and practices of managed care groups, other
insurers, judicial decisions and governmental laws and regulations related to Medicare, Medicaid and healthcare reform,
pharmaceutical reimbursement policies and pricing in general. In addition, there is significant uncertainty regarding the
reimbursement status of newly approved healthcare products. We may need to conduct expensive pharmacoeconomic studies in
order to demonstrate the cost- effectiveness of our product and product candidates. If third party payors do not consider our
product and product candidates to be cost- effective compared to other therapies, the payors may not cover our product and
product candidates after approval as a benefit under their plans or, if they do, the level of payment may not be sufficient to allow
us to sell our products on a profitable basis. Price controls may be imposed in foreign markets, which may adversely affect our
future profitability. In some countries, particularly Member States of the EU and the UK, the pricing of prescription drugs is
subject to governmental control. In these countries, pricing negotiations with governmental authorities can take considerable
time after receipt of regulatory approval for a product. In addition, there can be considerable pressure by governments and other
stakeholders on prices and reimbursement levels, including as part of cost containment measures. Political, economic and
regulatory developments may further complicate pricing negotiations, and pricing negotiations may continue after
reimbursement has been obtained. Reference pricing used by various EU Member States and parallel distribution, or arbitrage
between low- priced and high- priced Member States, can further reduce prices. In some countries, we, or our collaborators, may
be required to conduct a clinical study or other studies that compare the cost- effectiveness of our product and product
candidates to other available therapies in order to obtain or maintain reimbursement or pricing approval. Publication of discounts
by third party payors or authorities may lead to further pressure on the prices or reimbursement levels within the country of
publication and other countries. If reimbursement of our products is unavailable or limited in scope or amount, or if pricing is set
at unsatisfactory levels, our business could be adversely affected. We face substantial competition, which may result in others
discovering, developing or commercializing products before or more successfully than we do. We face competition from
numerous pharmaceutical and biotechnology enterprises, as well as from academic institutions, government agencies and private
and public research institutions for our current product and product candidates. Our commercial opportunities will be reduced or
eliminated if our competitors develop and commercialize products that are safer, more effective, patient convenient, have fewer
side effects or are less expensive than any products that we may develop , and if our product cannot be administered in a
treatment setting proximate to the patient (e. g., community practices) . Additionally, our commercial opportunities will be
reduced or eliminated if novel upstream products or changes in treatment protocols reduce the overall incidence or prevalence of
our current or future target diseases. Competition could result in reduced sales and pricing pressure on our product and product
candidates, if approved by applicable regulatory authorities. In addition, significant delays in the development of our product
candidates could allow our competitors to bring products to market before us and impair any ability to commercialize our
product and product candidates. There are currently no FDA- approved products for the treatment relapse and / or refractory
of EBV PTLD, and there are no EC- approved products for this indication except for Ebvallo. However, we are aware some
marketed products and therapies are used per global physician treatment guidelines in the US and the EU in the treatment of
EBV PTLD by some healthcare professionals and institutions, such as rituximab and combination chemotherapy regimens. ¥

—There are currently six-seven autologous CAR T therapies approved in the U. S. and / or EU: Novartis’ Kymriah ®
(tisagenlecleucel), Gilead / Kite’ s Yescarta ® (axicabtagene ciloleucel) and TecartusTM (brexucabtagene autoleucel) and
Bristol- Myers Squibb’ s Breyanzi ® (lisocabtagene maraleucel) and Abecma (idecabtagene vicleucel) with 2seventy bio,
Johnson & Johnson and Legend Biotech’ s CarvyktiTM (ciltacabtagene autoleucel). There are many CAR- mediated cell
therapies in development, and, although the majority are autologous, they also include allogeneic and off- the- shelf cell
therapies. There are multiple allogeneic CAR platforms being developed with differences in approaches to minimize instances
of donor cells recognizing the patient’ s body as foreign or rejection of the donor cells by the patient’ s body. These approaches
include the use of gene- editing to remove or inhibit the TCR and the use of cell types without a TCR. The majority of clinical
stage allogeneic CAR programs utilize alpha beta T cells as the cell type and gene editing of the T- cell receptor and HLA as the
preferred technology approach, however, other strategies are also in development such as Gamma Delta T cells and NK cells. It
is possible that some of these other approaches will have more favorable characteristics than the approach we utilize, which
would result in them being favored by potential partners or customers over our products. Depending on the diseases (such as
autoimmune diseases) that we target in the future, we may face competition from both autologous and allogeneic CAR therapies
and other modalities (e. g., small molecules, antibodies, bispecifics) in the indication of interest. Many of the approved or
commonly used drugs and therapies for our current or future target diseases, including EBV PTLD NHL and MS-Lupus , are
well established and are widely accepted by physicians, patients and third party payors. Some of these drugs are branded and
subject to patent protection, and other drugs and nutritional supplements are available on a generic basis. Insurers and other
third party payors may encourage the use of generic products or specific branded products. We expect that our product and our
product candidates, if approved, will be priced at a significant premium over competitive generic products. Absent differentiated
and compelling clinical evidence, pricing premiums may impede the adoption of our products over currently approved or
commonly used therapies, which may adversely impact our business. In addition, many companies are developing new
therapeutics, and we cannot predict what the standard of care will become as our preduets— product candidates continue in




clinical development. Many of our competitors or potential competitors have significantly greater established presence in the
market, financial resources and expertise in research and development, manufacturing, preclinical testing, conducting clinical
studies, obtaining regulatory approvals and marketing approved products than we do, and as a result may have a competitive
advantage over us. Smaller or early- stage companies may also prove to be significant competitors, including through
collaborative arrangements with large and established companies or if they are acquired by larger companies. These third parties
compete with us in recruiting and retaining qualified scientific and management personnel, establishing clinical study sites and
patient registration for clinical studies, establishing agreements with CROs and CMOs, as well as in acquiring technologies and
technology licenses complementary to our programs or advantageous to our business. As a result of these factors, these
competitors may obtain regulatory approval of their products before we are able to obtain patent protection or other intellectual
property rights, which will limit our ability to develop or commercialize our product candidates. Our competitors may also
develop drugs that are safer, more effective, more widely used and cheaper than ours, and may also be more successful than us
in manufacturing and marketing their products. These appreciable advantages could render our product candidates obsolete or
noncompetitive before we can recover development and other expenses. We are subject to certain contractual obligations under
our royalty financing agreement with HealthCare Royalty Partners and may be subject to claims for damages if we fail to fulfill
these obligations. In December 2022, we entered into a purchase and sale agreement (the HCRx Agreement) with HCR Molag
Fund, L. P. (HCRXx). Under the terms of the HCRx Agreement, we received $ 31. 0 million in cash in consideration for our right
to receive a portion of future royalty payments and certain milestones for Ebvallo in the Initial Territory due to us from Pierre
Fabre under the A & R Commercialization Agreement. The HCRx Agreement contains certain customary terms and conditions,
including representations and warranties, covenants, and indemnification obligations in favor of each party. Among these terms,
there are certain covenants regarding our compliance with the A & R Commercialization Agreement. In the event of actual or
alleged breaches of the A & R Commercialization Agreement or the HCRx Agreement, we could be subject to claims for
damages from HCRx and could be subject to costly litigation. We expect the product candidates we develop will be regulated as
biological products (biologics) and therefore they may be subject to competition sooner than anticipated. The Biologics Price
Competition and Innovation Act of 2009 (BPCIA) was enacted as part of the Affordable Care Act to establish an abbreviated
pathway for the approval of biosimilar and interchangeable biological products. The regulatory pathway establishes legal
authority for the FDA to review and approve biosimilar biologics, including the possible designation of a biosimilar as “
interchangeable ” based on its similarity to an approved biologic. Under the BPCIA, an application for a biosimilar product
cannot be approved by the FDA until 12 years after the reference product was approved under a BLA. During this 12- year
period of exclusivity, another company may still market a competing version of the reference product if the FDA approves a full
BLA for the competing product containing the sponsor’ s own preclinical data and data from adequate and well- controlled
clinical trials to demonstrate the safety, purity and potency of their product. The law is complex and is still being interpreted and
implemented by the FDA. As a result, its ultimate impact, implementation, and meaning are subject to uncertainty. While it is
uncertain when processes intended to implement BPCIA may be fully adopted by the FDA, any of these processes could have a
material adverse effect on the future commercial prospects for our biological products. We believe that our product and any of
the product candidates we develop that are approved in the U. S. as a biological product under a BLA should qualify for the 12-
year period of exclusivity. However, there is a risk that this exclusivity could be shortened due to Congressional action or
otherwise, or that the FDA will not consider the subject product candidates to be reference products for competing products,
potentially creating the opportunity for generic competition sooner than anticipated. Moreover, the extent to which a biosimilar,
once approved, will be substituted for any one of the reference products in a way that is similar to traditional generic substitution
for non- biological products is not yet clear, and will depend on a number of marketplace and regulatory factors that are still
developing. In addition, the approval of a biologic product biosimilar to one of our products could have a material adverse
impact on our business as it may be significantly less costly to bring to market and may be priced significantly lower than our
products. If we are unable to enter into agreements with third parties to market and sell our product and product candidates, we
may be unable to generate any revenue from the sale of our products. In order to market any products that may be approved by
the FDA and comparable foreign regulatory authorities, we must enter into agreements with third parties to market and sell our
product. There is no guarantee that we will be able to enter into such agreements with third parties or to do so on commercially
reasonable terms or in a timely manner. Any failure or delay in entering into agreements with third parties to market and sell our
products, would adversely impact the commercialization of these products. There can be no assurance that we would be able to
identify a suitable third party to market and sell our product or agree upon terms with third parties that are favorable or
acceptable to us, or at all. If we are unable to identify and reach agreement with a third party to market and commercialize our
product, we may need to explore other strategic options, including commercializing products ourselves, and there is no
guarantee we can successfully commercialize products ourselves. We may be competing with many companies that currently
have extensive and well- funded sales and marketing operations. Without a sufficiently scaled, appropriately timed and trained
third party to perform sales and marketing functions, we may be unable to compete successfully against these more established
companies. We may encounter difficulties in managing our growth, including with respect to our employee base, and managing
our operatlons successfully As Of December 31 %92—3—2024 We had 2%5—153 employees —exe}ud-mg—these—ﬁmaaeted-by—&le

a-ppfexl-ma-tel-y%% We may encounter dlfﬁcultles in managing the size of our operatlons to support our contlnulng
development activities and the commercialization of our product and potential commercialization of our product candidates by
our partners. As our development and commercialization plans and strategies continue to evolve, or as a result of any future
acquisitions, we must continue to improve our managerial, operational, financial and other procedures and processes to manage
the size our of operations. Our management, personnel and systems currently in place may not be adequate to support any future
growth. Future growth would impose significant added responsibilities on members of management, including: « managing our



preelintealand-clinical studies effectively; * managing CMC operations and our external manufacturing partners effectively; *
identifying, recruiting, maintaining, motivating and integrating additional employees, including the additional personnel needed
to support continued development and of our product candidates; * managing our internal development efforts effectively while
complying with our contractual obligations to licensors, licensees, contractors and other third parties; ¢ improving our
managerial, development, operational, information technology, and finance systems; and ¢ expanding our facilities. As our
operations expand, we will also need to manage additional relationships with various strategic partners, suppliers and other third
parties. Our future financial performance and our ability to compete effectively will depend, in part, on our ability to manage
any future growth effectively. To that end, we must be able to manage our development efforts and preetinteat-and-clinical
studies effectively and hire, train and integrate additional management, research and development, regulatory, manufacturing
and administrative personnel. Our failure to accomplish any of these tasks could prevent us from successfully growing our
company. Risks Related to Ownership of Our Common Stock Our stock price has been and will likely continue to be volatile
and may decline regardless of our operating performance. Our stock price has fluctuated in the past and can be expected to be
volatile in the future. On June 20, 2024, we effected a 1- for- 25 reverse stock split of our common stock, which
contributed to the fluctuation in our stock price. From January 1, 26222023 through December 31, 2623-2024 , the reported
sale price of our common stock has fluctuated between $ 6-4 . 26-97 and $ +6-141 . 93-00 per share. The stock market in general
and the market for biotechnology companies in partlcular have experlenced extreme Volatlhty that has often been unrelated to
the operatrng performance of partlcular companres —tnp : : e

W g As a result of the general Volatlhty of the bropharmaceutrcal market,
investors may experience losses on the1r investment in our common stock. The market price of our common stock may be
influenced by many factors, including the following: ¢ the success of competitive products or technologies; * regulatory actions
with respect to our product candidates or products or our competitors’ product candidates or products; * actual or anticipated
changes in our growth rate relative to our competitors; * announcements by us or our competitors of significant acquisitions,
strategic partnerships, joint ventures, collaborations or capital commitments; * announcements of the results, including safety
and efficacy of our product candidates, or progress of our clinical studies; © results of clinical studies, including safety and
efficacy, of our product candidates or those of our competitors; * regulatory or legal developments in the U. S. and other
countries; * developments or disputes concerning patent applications, issued patents or other proprietary rights; * the recruitment
or departure of key personnel; * the level of expenses related to any of our product candidates or clinical development programs;
« the results of our efforts to in- license or acquire additional product candidates or products; * actual or anticipated changes in
estimates as to financial results, development timelines or recommendations by securities analysts; * variations in our financial
results or those of companies that are perceived to be similar to us; ¢ fluctuations in the valuation of companies perceived by
investors to be comparable to us; ¢ inconsistent or unusual trading volume levels of our shares or derivatives thereof; ¢
announcement or expectation of additional financing efforts; ¢ sales of our common stock by us, our insiders or our other
stockholders; ¢ changes in the structure of healthcare payment systems; * market conditions in the pharmaceutical and
biotechnology sectors; * general economic, industry and market conditions; and ¢ the other risks described in this “ Risk Factors
” section. In addition, the stock markets in general, and the markets for biotechnology and pharmaceutical stocks in particular,
have experienced significant volatility that has often been unrelated to the operating performance of particular companies, which
has resulted in decreased stock prices for many companies. For example, negative publicity regarding drug pricing and price
increases by pharmaceutical companies has negatively impacted, and may continue to negatively impact, the markets for
biotechnology and pharmaceutical stocks. Likewise, as a result of significant changes in U. S. social, political, regulatory and
economic conditions or in laws and policies governing foreign trade and healthcare spending and delivery, including the
possible repeal and / or replacement of all or portions of the Affordable Care Act or changes in tariffs and other restrictions on
free trade stemming from U. S. and foreign government policies, or for other reasons, the financial markets could experience
significant volatility that could also negatively impact the markets for biotechnology and pharmaceutical stocks. These market
fluctuations may adversely affect the trading price of our common stock. In the past, class action litigation has often been
instituted against companies whose securities have experienced periods of volatility in market price. Any such litigation brought
against us could result in substantial costs and divert management’ s attention and resources, which could result in delays of our
clinical studies or our partners’ commercialization efforts. Our principal stockholders own a significant percentage of our stock
and will be able to exert significant control or significant influence over matters subject to stockholder approval. Our principal
stockholders own a significant portion of our outstanding common stock. These stockholders may be able to determine the
outcome of all matters requiring stockholder approval. For example, these stockholders may be able to control elections of
directors, amendments of our organizational documents, or approval of any merger, sale of assets, or other major corporate
transaction. This may prevent or discourage unsolicited acquisition proposals or offers for our common stock. The interests of
our significant stockholders may not always coincide with the interests of other stockholders , and they may act in a manner that
advances their best interests and not necessarily those of other stockholders, including seeking a premium value for their
common stock, and-which might affect the market price for our common stock. Sales of a substantial number of shares of our
common stock in the public market could cause our stock price to fall. Sales of a substantial number of shares of our common
stock in the public market could occur at any time. These sales, or the perception in the market that the holders of a large
number of shares intend to sell shares, could reduce the market price of our common stock. Moreover, certain holders of shares
of our common stock will have rights, subject to certain conditions, to require us to file registration statements covering their
shares or to include their shares in registration statements that we may file for ourselves or other stockholders. We have
registered and intend to continue to register all shares of common stock that we may issue under our equity compensation plans.
Once we register these shares, they can be freely sold in the public market upon issuance, subject to volume limitations
applicable to affiliates. We have incurred and will continue to incur increased costs as a result of being a public company and



our management expects to devote substantial time to public company compliance programs. As a public company, we have
incurred and will continue to incur significant legal, accounting and other expenses. We are subject to the reporting requirements
of the Exchange Act, which require, among other things, that we file with the SEC annual, quarterly and current reports with
respect to our business and financial condition. In addition, the Sarbanes- Oxley Act, as well as rules subsequently adopted by
the SEC and The Nasdaq Stock Market to implement provisions of the Sarbanes- Oxley Act, impose significant requirements on
public companies, including requiring establishment and maintenance of effective disclosure and financial controls and changes
in corporate governance practices. Further, pursuant to the Dodd- Frank Wall Street Reform and Consumer Protection Act of
2010, the SEC has adopted and will adopt additional rules and regulations, such as mandatory ““ say on pay ” voting
requirements, that now apply to us. Stockholder activism, the current political environment and the potential for future
regulatory reform may lead to substantial new regulations and disclosure obligations, which may lead to additional compliance
costs and impact the manner in which we operate our business in ways we cannot currently anticipate. The rules and regulations
applicable to public companies have substantially increased our legal and financial compliance costs and make some activities
more time- consuming and costly. To the extent these requirements divert the attention of our management and personnel from
other business concerns, they could have a material adverse effect on our business, financial condition and results of operations.
The increased costs will decrease our net income or increase our net loss and may require us to reduce costs in other areas of our
business or increase the prices of our products or services. Because we do not anticipate paying any cash dividends on our
capital stock in the foreseeable future, capital appreciation, if any, will be the sole source of potential gain for our stockholders.
We have never declared or paid cash dividends on our capital stock. We currently intend to retain all of our future earnings, if
any, to finance the growth and development of our business. In addition, the terms of any future debt agreements may preclude
us from paying dividends. As a result, capital appreciation, if any, of our common stock will be the sole source of gain for our
stockholders for the foreseeable future. Future sales and issuances of our common stock or rights to purchase common stock,
including pursuant to our equity incentive plans, could result in additional dilution of the percentage ownership of our
stockholders and could cause our stock price to fall. We expect that significant additional capital will be needed in the future to
continue our planned operations. To raise capital, we may sell substantial amounts of common stock or securities convertible
into or exchangeable for common stock in one or more transactions at prices and in a manner we determine from time to time.
These future issuances of common stock or common stock- related securities, together with the exercise of outstanding options
or warrants, and any additional shares issued in connection with acquisitions or in- licenses, if any, may result in material
dilution to our investors. Such sales may also result in material dilution to our existing stockholders, and new investors could
gain rights, preferences and privileges senior to those of holders of our common stock. To the extent equity valuations, including
the trading price of our common stock, are depressed as a result of economic disruptions or other factors, the potential
magnitude of this dilution will increase. Pursuant to our equity incentive plans, our compensation committee is authorized to
grant equity- based incentive awards to our employees, non- employee directors and consultants. Future grants of RSUs, options
and other equity awards and issuances of common stock under our equity incentive plans will result in dilution and may have an
adverse effect on the market price of our common stock. Some terms of our charter documents and Delaware law may have anti-
takeover effects that could discourage an acquisition of us by others, even if an acquisition would be beneficial to our
stockholders and may prevent attempts by our stockholders to replace or remove our current management. Our amended and
restated certificate of incorporation (Certificate of Incorporation) and amended and restated bylaws (Bylaws), as well as
Delaware law, could make it more difficult for a third party to acquire us or increase the cost of acquiring us, even if doing so
would benefit our stockholders, or remove our current management. These include terms that: ¢ permit our board of directors to
issue up to 20, 000, 000 shares of preferred stock, with any rights, preferences and privileges as they may designate; * provide
that all vacancies on our board of directors, including as a result of newly created directorships, may, except as otherwise
required by law, be filled by the affirmative vote of a majority of directors then in office, even if less than a quorum; ¢ establish
that our board of directors is divided into three classes, with each class serving three- year staggered terms, which makes it more
difficult to replace a majority of our directors in a short period of time; * require that any action to be taken by our stockholders
must be effected at a duly called annual or special meeting of stockholders and not be taken by written consent; * provide that
stockholders seeking to present proposals before a meeting of stockholders or to nominate candidates for election as directors at
a meeting of stockholders must provide advance notice in writing, and also specify requirements as to the form and content of a
stockholder’ s notice; ¢ not provide for cumulative voting rights, thereby allowing the holders of a majority of the shares of
common stock entitled to vote in any election of directors to elect all of the directors standing for election; and * provide that
special meetings of our stockholders may be called only by our board of directors, the chairperson of our board of directors or
our chief executive officer. Any of the factors listed above may frustrate or prevent any attempts by our stockholders to replace
or remove our current management by making it more difficult for stockholders to replace members of our board of directors,
who are responsible for appointing the members of our management. In addition, because we are incorporated in Delaware, we
are governed by Section 203 of the Delaware General Corporation Law, which may discourage, delay or prevent someone from
acquiring us or merging with us whether or not it is desired by or beneficial to our stockholders. Under Delaware law, a
corporation may not, in general, engage in a business combination with any holder of 15 % or more of its capital stock unless the
holder has held the stock for three years or, among other things, the board of directors has approved the transaction. Any term of
our Certificate of Incorporation or Bylaws or Delaware law that has the effect of delaying or deterring a change in control could
limit the opportunity for our stockholders to receive a premium for their shares of our common stock and could also affect the
price that some investors are willing to pay for our common stock. Our Bylaws designate a state or federal court located within
the State of Delaware as the sole and exclusive forum for substantially all disputes between us and our stockholders, which
could limit our stockholders’ ability to obtain a favorable judicial forum for disputes with us or our current or former directors,
officers, stockholders, or other employees. Our bylaws provide that, unless we consent in writing to the selection of an



alternative forum, the Court of Chancery of the State of Delaware shall be the sole and exclusive forum for (i) any derivative
action or proceeding brought on behalf of us under Delaware law, (ii) any action asserting a claim of breach of a fiduciary duty
owed by any current or former director, officer, or other employee of the Company to us or our stockholders, (iii) any action
asserting a claim against us or any of our directors, officers, or other employees arising pursuant to any provision of the DGCL
or our Certificate of Incorporation or Bylaws (as either may be amended from time to time), (iv) any action asserting a claim
against us governed by the internal affairs doctrine, or (v) any other action asserting an “ internal corporate claim, ” as defined
under Section 115 of the DGCL. The forgoing provisions do not apply to any claims arising under the Securities Act and, unless
we consent in writing to the selection of an alternative forum, the federal district courts of the United States will be the sole and
exclusive forum for resolving any action asserting a claim arising under the Securities Act. These choice of forum provisions
may limit a stockholder’ s ability to bring a claim in a judicial forum that it finds favorable for disputes with us or any of our
current or former directors, officers, or other employees, which may discourage lawsuits with respect to such claims. There is
uncertainty as to whether a court would enforce such provisions, and the enforceability of similar choice of forum provisions in
other companies’ charter documents has been challenged in legal proceedings. It is possible that a court could find these types of
provisions to be inapplicable or unenforceable, and if a court were to find the choice of forum provision to be inapplicable or
unenforceable in an action, we may incur additional costs associated with resolving such action in other jurisdictions, which
could harm our business, results of operations, and financial condition. We reeentty-qualified-qualify as a *“ smaller reporting
company ” and a ““ non- accelerated filer, ” and any decision on our part to comply only with certain reduced reporting and
disclosure requirements applicable to such companies could make our common shares less attractive to investors. As a result of
our public float (the market value of our common shares held by non- affiliates) as of June 30, 2023, we qualify as a *“ smaller
reporting company, ~ as defined under the Exchange Act. In addition, we are a “ non- accelerated filer ” as defined under the
Exchange Act. For as long as we continue to be a smaller reporting company or a non- accelerated filer, we may choose to take
advantage of exemptions from various reporting requirements applicable to other public companies that are not smaller
reporting companies or non- accelerated filers, as applicable, including, but not limited to, an exemption from the requirement
that our independent registered public accounting firm attest to the effectiveness of our internal control over financial reporting
under Section 404 of the Sarbanes- Oxley Act. If we choose to rely on any of these reporting and disclosure exemptions, the
information we provide stockholders will be different than the information that is available with respect to many other public
companies. Moreover, if some investors find our common stock less attractive as a result of any choices to reduce future
disclosure or have-not having an independent review and attestation of our internal control over financial reporting, there may
be a less active trading market for our common stock and the market price of our common stock may be more volatile. If
securities or industry analysts do not publish research or publish inaccurate or unfavorable research about our business, our stock
price and trading volume could decline. The trading market for our common stock will depend in part on the research and
reports that securities or industry analysts publish about us and our business. In the event securities or industry analysts who
cover us downgrade our stock or publish inaccurate or unfavorable research about us or our business, our stock price would
likely decline. If one or more of these analysts cease coverage of our company or fail to publish reports on us regularly, demand
for our stock could decrease, which might cause our stock price and trading volume to decline. General Risk Factors Our future
success depends on our ability to retain our executive officers and to attract, retain and motivate qualified personnel. We are
highly dependent upon our executive officers and other key employees and the loss of the services of any of our executive
officers or other key employees, including scientific, technical or management personnel, could impede the achievement of our
corporate objectives. In August 2022, we announced a reduction of our workforce by approximately 20 % across all areas of our
company, including members of management. In November 2023, we implemented a further reduction of our workforce by
approximately 30 %, and in January 2024, we anneuneed-conducted an additional reduction of our workforce by approximately
25 %, including a member of management. In September 2024, Pascal Touchon, our President and Chief Executive Officer
stepped down from his position and was appointed Chairperson of our board of directors, and AnhCo “ Cokey ”
Nguyen, our Chief Scientific and Technical Officer, was appointed as our President and Chief Executive Officer. Losing
members of management and other key personnel subjects us to a number of risks, including the failure to coordinate
responsibilities and tasks, the necessity to create new management systems and processes, the impact on corporate culture, and
the retention of historical knowledge . In addition, we may not be able to effectively transition members of our
management, including transitioning Dr. Nguyen into the position of President and Chief Executive Officer . Our success
depends on our ability to recruit, retain, manage and motivate our employees. Although we enter into employment agreements or
offer letters with our employees, these documents provide for * at- will ” employment, which means that any of our employees
could leave our employment at any time, with or without notice. Competition for skilled personnel in our industry and
geographic regions is intense and may limit our ability to hire and retain qualified personnel on acceptable terms or at all. To
induce valuable employees to remain at our company, in addition to salary and cash incentives, we have provided equity awards
that vest over time. The value to employees of equity awards may be significantly affected by movements in our stock price that
are beyond our control and may at any time be insufficient to counteract more lucrative offers from other companies. Our
relationships with customers and third party payors will be subject to applicable anti- kickback, fraud and abuse, privacy and
other laws and regulations, which could expose us to criminal sanctions, civil penalties, contractual damages, reputational harm
and diminished profits and future earnings. Healthcare providers, including physicians, and third party payors will play a
primary role in the recommendation and prescription of our product and any product candidates for which we obtain regulatory
approval. Our current and future arrangements with third party payors and customers may expose us to broadly applicable
federal and state fraud and abuse and other healthcare laws and regulations that may constrain the business or financial
arrangements and relationships through which we conduct research and would market, sell and distribute our products. As a
biopharmaceutical company, even though we do not and will not control referrals of healthcare services or bill directly to



Medicare, Medicaid or other third party payors, federal and state healthcare laws and regulations pertaining to fraud and abuse
and patients’ rights are and will be applicable to our business. If we obtain FDA approval of any of our product candidates and
our partners begin commercializing those products in the United States, our potential exposure under such laws will increase
significantly, and our costs associated with compliance with such laws are also likely to increase. These laws may impact,
among other things, our current activities with principal investigators and research patients, as well as proposed and future sales,
marketing and education programs, distribution agreements, discounting, commission compensation, certain patient support
offerings, and other business arrangements generally. In addition, the approval and commercialization of our product and any of
our product candidates outside the United States will also likely subject us to foreign equivalents of the-such healthcare laws
mentiened-here-, among other foreign laws. Restrietions-under-See Part I, Item 1, “ Government Regulation and Product
Approval = U S. Health Care Laws ? for addltlonal detalls on apphcable federal and state healthcare laws and regulations

afe—net—pfeempfed—by—I-HPAA— Eﬁorts to ensure that our busmess dlr’lngements with thlrd pdltles comply Wlth appllcable
healthcare laws and regulations will involve substantial costs. It is possible that governmental authorities will conclude that our

business practices do not comply with current or future statutes, regulations or case law involving applicable healthcare laws and
regulations. If our operations are found to be in violation of any of these laws or any other governmental regulations, we may be
subject to significant civil, criminal and administrative penalties, damages, fines, imprisonment, exclusion from government-
funded healthcare programs, such as Medicare and Medicaid, disgorgement, additional reporting requirements or oversight if we
become subject to a corporate integrity agreement or similar agreement, and the curtailment or restructuring of our operations,
reputational harm, contractual damages, and diminished profits and future earnings, any of which could adversely affect our
ability to operate our business and our results of operations. If any physicians or other healthcare providers or entities with
whom we expect to do business are found to not be in compliance with applicable laws, they may be subject to significant
criminal, civil or administrative sanctions, including exclusions from government- funded healthcare programs. Our employees
may engage in misconduct or other improper activities, including noncompliance with regulatory standards and requirements,
which could cause significant liability for us and harm our reputation. We are exposed to the risk of employee fraud or other
misconduct, including intentional failures to comply with FDA regulations or similar regulations of comparable foreign
regulatory authorities, provide accurate information to the FDA or comparable foreign regulatory authorities, comply with
manufacturing standards we have established, comply with federal and state healthcare fraud and abuse laws and regulations and
similar laws and regulations established and enforced by comparable foreign regulatory authorities, report financial information
or data accurately or disclose unauthorized activities to us. Employee misconduct could also involve the improper use of
information obtained in the course of clinical studies, which could result in regulatory sanctions and serious harm to our
reputation. It is not always possible to identify and deter employee misconduct, and the precautions we take to detect and



prevent this activity may not be effective in controlling unknown or unmanaged risks or losses or in protecting us from
governmental investigations or other actions or lawsuits stemming from a failure to be in compliance with such laws or
regulations. 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 or other sanctions. Product liability lawsuits against us could cause us to incur substantial liabilities and to limit
commercialization of any products that we may develop. We face an inherent risk of product liability exposure related to the
testing of our product candidates in human clinical studies and will face an even greater risk if we commercially sell any
products that we may develop. Product liability claims may be brought against us by subjects enrolled in our clinical studies,
patients, healthcare providers or others using, administering or selling our products. If we cannot successfully defend ourselves
against claims that our product candidates or products caused injuries, we could incur substantial liabilities. Regardless of merit
or eventual outcome, liability claims may result in: * decreased demand for any product candidates or products that we may
develop; ¢ clinical holds or termination of clinical study sites or entire study programs; ¢ injury to our reputation and significant
negative media attention; » withdrawal of clinical study participants; * significant costs to defend the related litigation; *
substantial monetary awards to study subjects or patients; * loss of revenue; ¢ diversion of management and scientific resources
from our business operations; and ¢ the inability to commercialize any products that we may develop. We currently hold product
liability insurance coverage at a level that we believe is customary for similarly situated companies and adequate to provide us
with insurance coverage for foreseeable risks, but which may not be adequate to cover all liabilities that we may incur. We may
not be able to maintain insurance coverage at a reasonable cost or in an amount adequate to satisfy any liability that may arise.
As deemed necessary, we may expand our insurance coverage for products to include the sale of commercial products if we
obtain regulatory approval for our product candidates in development, but we may be unable to obtain commercially reasonable
product liability insurance for any products that receive regulatory approval. 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, particularly if judgments exceed our insurance coverage, could decrease our cash and adversely affect our business. If
we and our third party manufacturers fail to comply with environmental, health and safety laws and regulations, we could
become subject to fines or penalties or incur costs that could have a material adverse effect on the success of our business. We
and our third party manufacturers 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. In the event of contamination or injury resulting
from our or our third party manufacturers’ use of hazardous materials, we could be held liable for any resulting damages, and
any liability could exceed our resources. We also could incur significant costs associated with civil or criminal fines and
penalties. Although we maintain workers’ compensation insurance to cover us for costs and expenses we may incur due to
injuries to our employees resulting from the use of hazardous materials with a policy limit that we believe is customary for
similarly situated companies and adequate to provide us with insurance coverage for foreseeable risks, 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 or hazardous 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. Failure to
comply with these laws and regulations also may result in substantial fines, penalties or other sanctions, which could adversely
affect our business, financial condition, results of operations and prospects. The actual or perceived failure by us, our customers,
or vendors to comply with increasingly stringent laws, regulations and contractual obligations relating to privacy, data
protection, and data security could harm our reputation, and subject us to significant fines and liability. We are or may become
subject to numerous domestic and foreign laws and regulations regarding privacy, data protection, and data security, the scope
of which is changing, subject to differing applications and interpretations and may be inconsistent among countries, or conflict
with other rules. We are also subject to the terms of our contractual obligations to customers and third parties related to privacy,
data protection, and data security. The actual or perceived failure by us, our customers, our vendors, or other relevant third
parties to address or comply with these laws, regulations, and obligations could increase our compliance and operational costs,
expose us to regulatory scrutiny, actions, fines and penalties, cause regulators to reject, limit or disrupt our clinical trial
activities, result in reputational harm, lead to a loss of customers, reduce the use of our products, result in litigation and liability,
and could otherwise cause a material adverse effect on our business, financial condition, and results of operations. For example,
the EU General Data Protection Regulation (EU) 2016 / 679 (EU GDPR) imposes strict requirements on in- scope organizations
regarding the processing of personal information (i. e., data which identifies an individual or from which an individual is
identifiable) of individuals (or data subjects). The EU GDPR governs the collection, use, disclosure, transfer and other
processing of personal information and has direct effect in all EU Member States and extraterritorial effect where organizations
outside of the European Economic Area (EEA) process personal information of individuals in the EEA in relation to the offering
of goods or services to those individuals or the monitoring of their behavior. The UK has implemented the EU GDPR into its
national law by virtue of section 3 of the European Union (Withdrawal) Act as the UK GDPR (together, the UK GDPR and the
EU GDPR, the GDPR). Under the UK GDPR, companies established in the UK and companies not established in the UK but
who process personal information of individuals in the UK in relation to the offering of goods or services to those individuals, or
to the monitoring of their behavior will be subject to the UK GDPR. As such, the GDPR applies to us to the extent we are
established in an EU Member State or the UK, we are processing personal information in the context of an establishment in an
EU Member State or the UK or we are processing personal information in relation to the offering of goods or services to



individuals in the EEA or the UK or monitoring their behavior. The GDPR imposes onerous and comprehensive privacy, data
protection, and data security obligations onto controllers, including, as applicable: (i) contractual privacy, data protection, and
data security commitments, including the requirement to implement appropriate technical and organizational measures to
safeguard personal information processed; (ii) establishing means for individuals to exercise their data protection rights (e. g.,
the right to erasure of personal information); (iii) limitations on retention and the amount of personal information processed; (iv)
additional requirements pertaining to sensitive information (such as health data); (v) data breach notification requirements to:
(x) supervisory authorities without undue delay (and no later than 72 hours where feasible) after becoming aware of the breach,
unless the breach is unlikely to result in a risk to the data subjects’ rights and freedoms; and / or (y) concerned individuals where
the breach is likely to result in a high risk to their rights and freedoms; (vi) requirements to process personal information
lawfully including specific requirements for obtaining valid consent from data subjects where consent is the lawful basis for
processing; (vii) obligations to consider data protection as any new products or services are developed and designed; and (viii)
accountability and transparency requirements, which require controllers to demonstrate and record compliance with the GDPR
and to provide more detailed information to data subjects (such as clinical trial subjects and investigators) regarding processing.
The GDPR also provides that EU Member States and the UK (as applicable) may introduce further laws and regulations limiting
the processing of genetic, biometric, or health data, which could limit our ability to collect, use and share personal information
subject to the GDPR, cause our compliance costs to increase, require us to change our practices, adversely impact our business,
and harm our financial condition. In addition, the EU GDPR also prohibits the transfer of personal information from the EEA to
countries that the European Commission does not recognize as having an *“ adequate ” level of data protection unless the parties
to the transfer have implemented specific safeguards to protect the transferred personal information (e. g., EU Standard
Contractual Clauses or EU SCCs) Data protectron laws in the UK (as drscussed below) and Swrtzerland nnpose s1m11ar

(—SGGS)—'Phe—Sehfeﬂ&s—H—deeisieﬁ-also -}ed—te—a requrrement in certaln cases for companies to carry out a transfer 1mpact

assessment (TIA) which, among other things, assess laws governlng access to personal information in the recipient country and
considers whether supplementary measures that provide privacy protections additional to those under the EU SCCs will need to
be 1rnp1ernented to ensure an « essentrally equlvalent ” level of data protectron to that afforded in the EU. -S-rmﬂaﬂy—the—Swtss—

A RS ; ata ae A July 10 2023, the EC adopted its Final lmplementrng
Decision grantrng the U. S. adequacy (Adequacy Dec1s1on) for EU U. S. transfers of personal information for companies that
self- certify to the Data Privacy Framework ( DPF ) . Entities relying on EU SCCs for transfer to the U. S. are also able to rely
on the analysis in the Adequacy Decision as support for their TIA regarding the equivalence of U. S. national security
safeguards and redress. However, any transfers by us or our vendors of personal information subject to the EU GDPR may not
comply with European data protection law, may increase our exposure to the EU GDPR’ s heightened sanctions for violations of
its cross- border data transfer restrictions, and may reduce demand from companies subject to European data protection laws.
Complying with the GDPR involves rigorous and time- intensive processes that may cause us to incur certain operational costs
and / or require us to change our business practices. There may also be a risk that the measures will not be implemented correctly
or that individuals within the business will not be fully compliant with the required procedures. If there are breaches of these
measures, we could face significant administrative and monetary sanctions as well as reputational damage which may have a
material adverse effect on our operations, financial condition and prospects. Assisting our customers, partners, and vendors in
complying with the GDPR, or complying with the GDPR ourselves, may cause us to incur substantial operational costs or
require us to change our business practices. There may also be a risk that the measures will not be implemented correctly or that
individuals within the business will not be fully compliant with the required procedures. There is a risk that we could be
impacted by a cybersecurity incident that results in loss or unauthorized disclosure of personal information, potentially resulting
in us facing harms similar to those described above. Companies that must comply with the GDPR face increased compliance
obligations and risk, including more robust regulatory enforcement of data protection requirements, potential significant fines
for non- compliance of up to the greater of € 20 million (under the EU GDPR) or £ 17. 5 million (under the UK GDPR) or 4 %
of consolidated annual global turnover and restrictions or prohibitions on data processing. The GDPR identifies a list of points to
consider when determining the level of fines to impose (including the nature, gravity and duration of the infringement). The
GDPR also confers a private right of action on data subjects and consumer associations to lodge complaints with supervisory
authorities, seek judicial remedies and obtain compensation for damages resulting from violations of the GDPR. The UK GDPR
also imposes similar restrictions on transfers of personal information from the UK to jurisdictions that the UK Government does
not consider ““ adequate ”, including the U. S. It should also be noted that the UK Government has published its own form of EU
SCCs known as the UK Internatlonal Data Transfer Agreement together with an Internatlonal Data Transfer Addendurn to the
newEUSCCs h nfermation-Commissione has-also-published-its-ve

S oHg 0 e 0 A= Further on Septernbeer 2023
the UK Secretary of State of S01ence Innovatlon and Technology estabhshed a UK- U S. data brldge (i. e., a UK equivalent of
the Adequacy Decision) and adopted UK regulations to implement the UK- U. S. data bridge (<~UK Adequacy Regulations 2
Personal information may now be transferred from the UK under the UK- U. S. data bridge through the UK extension to the
DPF to organizations self- certified under the UK extension to DPF . Cybersecurity requirements are laid down in various




laws in the EU and the UK, the key ones being: (i) the GDPR (as discussed above), which requires controllers and
processors to implement appropriate technical and organizational measures to safeguard personal data to a level of
security appropriate to the data protection risk; (ii) the UK Network and Information Systems Regulation 2018 (NIS
Regulations), and (iii) EU Network and Information Systems Security 2 Directive (NISD2). Under the NISD2, stringent
cybersecurity and incident reporting requirements are imposed on ‘ essential’ and ¢ important’ entities, including, for
example, entities carrying out research and development activities of medicinal. NISD2 states that any maximum fine
which national implementing law provides for should at least be set at € 10 million or 2 % of total worldwide turnover,
whichever is higher, where essential entities are concerned. Other sanctions may include (i) a temporary suspension to
provide services in the EU (by suspending relevant authorizations / certifications); (ii) an order to make public certain
elements of the infringement and / or inform customers; and (iii) injunctions to immediately cease infringing conduct.
Importantly, NISD2 also provides that senior members of staff can be held personally liable, and face administrative
fines or be temporarily suspended from exercising managerial functions at the legal representative or chief executive
officer level . Other countries outside of Europe and the UK continue to enact or are considering enacting similar cross- border
data transfer restrictions and laws requiring local data residency, which could increase the cost and complexity of delivering our
services and operating our business. For example, Brazil recently enacted the General Data Protection Law (Lei Geral de
Protegdo de Dados Pessoais or LGPD) (Law No. 13, 709 /2018), which broadly regulates the processing of personal
information and imposes compliance obligations and penalties comparable to those of the EU GDPR and the UK GDPR.
Regulation of privacy, data protection , and data security has also become more qtringent in the United States. HIPAA imposes
requirements to protect the privacy and security of protected health information (“PHI 2) and to provide notification in the
event of a breach of PHI. Violations of HIPAA are punishable by civil money penalties and, in some cases, criminal penalties
and imprisonment. HHS’ Office for Civil Rights (*~“OCR %), which is responsible for enforcing HIPAA, also may enter into
resolution agreements requiring the payment of a civil money penalty and / or the establishment of a corrective action plan to
address violations of HIPAA. Pursuant to HIPAA, HHS has adopted privacy regulations, known as the privacy rule, to govern
the use and disclosure of PHI (the “Privacy Rule 2-). HHS has also adopted data security regulations fthe-~SeenrityRede-that
require Covered Entities tinelading-healtheare-providers)-and Business Associates to implement administrative, physical and
technical safeguards to protect the integrity, confidentiality and availability of PHI that is electronically created, received,
maintained or transmitted (such as between us and our affiliated practices). While the vast majority of HIPAA obligations do
not apply to pharmaceutical companies or clinical trial data, the requirements inform privacy and security practices
across the industry and may impact interactions with health care providers. Numerous state and-eertaitrother-federal-laws
proteet-the-confidentiality-ofhealth-are also designed to address privacy and information security issues and-other-personat
fermation—, including but not limited to state medical privacy laws, state laws protecting personal information, state data
breach notification laws, state genetic privacy laws, human subjects research laws and federal and state consumer protection
laws. For example, the CCPA, which took effect on January 1, 2020, give California residents expanded rights to access and
delete their personal information, opt out of certain personal information sharing, and receive detailed information about how
their personal information is used. The CCPA provides for civil penalties for violations, as well as a private right of action for
data breaches that is expected to increase data breach litigation. The CCPA may increase our compliance costs and potential
liability. The CCPA was substantially expanded on January 1, 2023, when the California Privacy Rights Act (CPRA)
amendments to the CCPA became fully operative. The CPRA amendments, among other things, give California residents the
ability to limit use of certain sensitive personal information, further restrict the use of cross- contextual advertising, establish
restrictions on the retention of personal information, expand the types of data breaches subject to the CCPA’ s private right of
action, provide for increased penalties for CCPA violations concerning California residents under the age of 16, and establish a
new California Privacy Protection Agency to implement and enforce the new law. Regulation of privacy, data protection and
data security has also become more stringent in the United States, with several new laws following the CCPA and being
enacted at the state level —Feﬁnsf&nee— aéd-r&eﬁa-l-stafes—}mfe-enaeted-mcludmg several comprehensive privacy laws related
ata-. While these new laws and proposals generally
include exemptlom for HIPAA covered data and clmlcal trial data they add layers of complexity to compliance in the U. S.
market, and could increase our comphance costs and adver%ely affect our bu%lnes@ —While-these-laws-generally-inelude
exemptions—e AA—eov and-ehnteal-trial-data+th P he-overal-prvaey . Multiple other states and the
federal government are considering enactlng similar leglelatlon demon@tratlng a strong trend towards more stringent state
privacy, data protection and data security legislation in the U. S., which could increase our potential liability and adversely
affect our business. Other states have passed or amended existing state privacy laws to impose enhanced privacy and
cybersecurity obligations for consumer health data, such as, the Washington My Health My Data Act and Nevada’ s Consumer
Health Data Privacy Law. For instance, Washington State passed-the-'s “ My Health My Data Act ” regulates withrespeetto-"
consumer health data ”” which is defined as “ personal information that is linked or reasonably linkable to a consumer and that
identifies a consumer’ s past, present, or future physical or mental health . ” The Federal Trade Commission (FTC) has
authority under Section 5 of the FTC Act to regulate unfair or deceptive practices, and swhieh-wil-go-inte-effeet-has used
this authority to initiate enforcement actions against companies that implement inadequate controls around privacy and
information security in 2624-violation of their externally facing policies. The FTC has recently brought several cases
alleging violations of Section 5 of the FTC Act with additional-respect to health information, and has proposed
rulemaking on privacy rights-and eemphanee-obligations-data security . Lawmakers and regulatory bodies at the federal level
have been considering more detailed regulation regarding these subjects and the privacy and security of personal information.
For example, the FTC reeently-published an advance notice of proposed rulemaking on “ commercial surveillance ” and data
security, and is seeking comment on whether it should implement new trade regulation rules or other regulatory alternatives




concerning the ways in which companies (1) collect, aggregate, protect, use, analyze, and retain consumer data, as well as (2)
transfer, share, sell, or otherwise monetize that data in ways that are unfair or deceptive. The FTC’ s rulemaking may create
change throughout the economy and broader data ecosystem. The FTC has also been active with respect to enforcement of its
Health Breach Notification Rule and in scrutinizing the use and disclosure of sensitive personal information. The FTC finalized
changes to the Health Breach Notification. Additionally , in 2021 , the OCR has issued a Notice of Proposed Rulemaking,
which prepese-proposed a number of changes to the HIPAA Privacy Rule, with-apdates-to-and in 2025, the OCR issued a
Notlce 0f Proposed Rulemakmg whlch proposed a number of changes to HIPAA -waaefyLSecurlty Rule e*peefed—m—ZG%

seeufttry— Compllance with applicable U S. and forelgn privacy, data protectlon and data securlty laws and regulatlons may
result in government investigations or cause us to incur substantial costs or require us to change our business practices and
compliance procedures in a manner adverse to our business. Moreover, complying with these various laws could require us to
take on more onerous obligations in our contracts, restrict our ability to collect, use and disclose data, or in some cases, impact
our ability to operate in certain jurisdictions. Failure to comply with U. S. and foreign privacy, data protection, and data security
laws and regulations could result in government investigations or enforcement actions (which could include civil or criminal
penalties), private litigation, claims, or public statements against us and / or adverse publicity and could negatively affect our
operating results and business. Claims that we have violated individuals’ privacy rights, failed to comply with privacy, data
protection, and data security laws, or breached our contractual obligations, even if we are not found liable, could be expensive
and time consuming to defend, could result in adverse publicity and could have a material adverse effect on our business,
reputation, financial performance and business, and operations. Furthermore, the costs of compliance with, and other burdens
imposed by, the laws, regulations and policies that are applicable to the business of our customers may limit the adoption and
use of, and reduce the overall demand for, our products and services. If our security measures are compromised, or our
information technology systems or those of our vendors, and other relevant third parties fail or suffer security breaches, loss or
leakage of data, and other disruptions, this could result in a material disruption of our services, compromise sensitive
information related to our business, harm our reputation, trigger our breach notification obligations, prevent us from accessing
critical information, and expose us to liability or other adverse effects to our business. In the ordinary course of our business, we
may collect, process, and store proprietary, confidential, and sensitive information, including personal information (including
health information), intellectual property, trade secrets, and proprietary business information owned or controlled by ourselves
or other parties. It is critical that we do so in a secure manner to maintain the confidentiality, integrity, and availability of such
information. We face several risks relative to protecting this critical information, including loss of access risk, inappropriate use
or disclosure, inappropriate modification, and the risk of our being unable to adequately monitor, audit and modify our controls
over our critical information. This risk extends to the third party service providers who handle elements of our operations. We,
our partners, our CROs, our CMOs, and other business vendors on which we rely depend on information technology and
telecommunication systems for significant elements of our operations, including, for example, systems handling human
resources, financial reporting and controls, regulatory compliance and other infrastructure operations. Notwithstanding the
implementation of security measures, given the size and complexity of our information technology systems and those of our
third party vendors and other contractors and consultants, and the increasing amounts of proprietary, confidential and sensitive
information that they maintain, such information technology systems have been subject to and remain vulnerable to breakdown,
service interruptions, system malfunction, natural disasters, terrorism, war and telecommunication and electrical failures, as well
as security breaches from inadvertent or intentional actions by our personnel, third party vendors, 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), which may compromise our system infrastructure, or that
of our third party vendors and other contractors and consultants, or lead to data leakage. The risk of a security breach or
disruption, particularly through accidental actions or omissions by trusted insiders, cyber - attacks or cyber intrusions, including
by computer hackers, viruses, 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. Additionally, the increased usage of
computers operated on home networks due to the shelter- in- place or similar restrictions related to the COVID- 19 pandemic
may make our systems more susceptible to security breaches. For example, in March 2021, MSK provided notice that MSK was
one of many customers impacted by a data breach at Accellion, Inc., which provides a document- sharing system. MSK
subsequently notified us that certain documents related to one of our discontinued programs were subject to the breach, which
compromise we deemed immaterial. Although we take measures to protect sensitive data from unauthorized access, use or
disclosure, we and our third party service providers frequently defend against and respond to cyber - attacks, and our
information technology and infrastructure may be vulnerable to attacks by hackers or viruses or breached due to personnel error,
malfeasance, or other malicious or inadvertent disruptions. Any such breach or interruption could compromise our networks and
the information stored there could be accessed by unauthorized parties, manipulated, publicly disclosed, lost, or stolen. Failures
or significant downtime of our information technology or telecommunication systems or those used by our third party service
providers could cause significant interruptions to our operations, including preventing us from conducting tests or research and
development activities and preventing us from managing the administrative aspects of our business. For example, the loss of
clinical study data from completed, ongoing or planned clinical studies could result in delays in our regulatory approval efforts
and significantly increase our costs to recover or reproduce the data. In addition, sophisticated operating system software and



applications that we procure from third parties may contain defects in design or manufacture, including vulnerabilities, *“ bugs ”
and other problems that could unexpectedly interfere with the operation of our networks, system, or our processing of personal
information or other data. To the extent that any disruption or security breach results in a loss of or damage to our data or
applications, or inappropriate disclosure of confidential or proprietary information, we could incur liability, the further
development of our product candidates could be delayed , and our business could be otherwise adversely affected. We may not
be able to anticipate all types of security threats, and we may not be able to implement preventative measures effective against
all such security threats. We also may not be effective in responding to, containing or mitigating the risks of an attack. 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,
hostile foreign governments or agencies, or cybersecurity researchers. To the extent that any disruption or security breach were
to result in a loss of, or damage to, our data or applications, or those of our third party vendors and other contractors and
consultants, or inappropriate disclosure of confidential or proprietary information, we could incur liability and reputational
damage and the further development and commercialization of our products and services could be delayed. The costs related to
significant security breaches or disruptions could be material and could exceed the limits of the cybersecurity insurance we
maintain, if any, against such risks. 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
may 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. We cannot assure you that our data protection efforts and our investment in
information technology will prevent significant breakdowns, data leakages, breaches in our systems, or those of our third party
vendors and other contractors and consultants, or other cyber incidents that could have a material adverse effect upon our
reputation, business, operations, or financial condition. For example, if such an event were to occur and cause interruptions in
our operations, or those of our third party vendors and other contractors and consultants, it could result in a material disruption
of our programs and the development of our services and technologies could be delayed. Furthermore, significant disruptions of
our internal information technology systems or those of our third party vendors and other contractors and consultants, or
security breaches could result in the loss, misappropriation, and / or unauthorized access, use, or disclosure of, or the prevention
of access to, confidential information (including trade secrets or other intellectual property, proprietary business information,
and personal information), which could result in financial, legal, business, and reputational harm to us. Any such event that
leads to unauthorized access, use, or disclosure of personal information, including personal information regarding our customers
or employees, could harm our reputation directly, compel us to comply with federal and / or state breach notification laws and
foreign law equivalents, subject us to mandatory corrective action, and otherwise subject us to liability under laws and
regulations that protect the privacy and security of personal information, which could result in significant legal and financial
exposure and reputational damages that could potentially have an adverse effect on our business. For example, in November
2023, we experienced a cybersecurity incident which resulted in unauthorized access of certain systems within our IT
environment and a third party obtaining certain of our documents. Such unauthorized access was detected and contained within
several hours and it was determined the third party did not access any of our material confidential information. Following such
incident, we’ ve taken additional measures to strengthen our IT environment. Although we take measures to protect sensitive
data from unauthorized access, use or disclosure, our information technology and infrastructure may be vulnerable to attacks by
hackers or viruses or breached due to personnel error, malfeasance, or other malicious or inadvertent disruptions. Any such
breach or interruption could compromise our networks and the information stored there could be accessed by unauthorized
parties, manipulated, publicly disclosed, lost, or stolen. Any such access, breach, or other loss of information could result in
legal claims or proceedings, liability under domestic or foreign privacy, data protection and data security laws such as HIPAA
and HITECH, and penalties. Notice of certain security breaches must be made to affected individuals, the Secretary of HHS, and
for extensive breaches, notice may need to be made to the media or state attorneys general. Such notice could harm our
reputation and our ability to compete. Although we have implemented security measures, such data is currently accessible
through multiple channels, and there is no guarantee we can protect our data from breach. Unauthorized access, loss or
dissemination could also damage our reputation or disrupt our operations, including our ability to conduct our analyses, conduct
research and development activities, collect, process and prepare company financial information, and manage the administrative
aspects of our business. Penalties for violations of these laws vary. For instance, penalties for failure to comply with a
requirement of HIPAA and HITECH vary significantly, and include significant civil monetary penalties and, in certain
circumstances, criminal penalties with fines up to $ 250, 000 per violation and / or imprisonment. A person who knowingly
obtains or discloses individually identifiable health information in violation of HIPAA may face a criminal penalty of up to $ 50,
000 and up to one- year imprisonment. The criminal penalties increase if the wrongful conduct involves false pretenses or the
intent to sell, transfer or use identifiable health information for commercial advantage, personal gain or malicious harm. Further,
various states, such as California and Massachusetts, have implemented similar privacy laws and regulations, such as the
California Confidentiality of Medical Information Act, that impose restrictive requirements regulating the use and disclosure of
health information and other personally identifiable information. These laws and regulations are not necessarily preempted by
HIPAA, particularly if such a state law affords greater protection to individuals than HIPAA. Where state laws are more
protective, we have to comply with the stricter provisions. In addition to fines and penalties imposed upon violators, some of
these state laws also afford private rights of action to individuals who believe their personal information has been misused.
California’ s patient privacy laws, for example, provide for penalties of up to $ 250, 000 and permit injured parties to sue for
damages. Similarly, the CCPA allows consumers a private right of action when certain personal information is subject to
unauthorized access and exfiltration, theft or disclosure due to a business’ failure to implement and maintain reasonable security
procedures. The interplay of federal and state laws may be subject to varying interpretations by courts and government agencies,



creating complex compliance issues for us and data we receive, use and share, potentially exposing us to additional expense,
adverse publicity and liability. Further, as regulatory focus on privacy issues continues to increase and laws and regulations
concerning the protection of personal information expand and become more complex, these potential risks to our business could
intensify. Changes in laws or regulations associated with the enhanced protection of certain types of sensitive data, for the
treatment of genetic data, along with increased customer demands for enhanced data security infrastructure, could greatly
increase our cost of providing our products, decrease demand for our products, reduce our revenues and / or subject us to
additional liabilities. Changes in tax laws or regulations that are applied adversely to us or our customers may have an adverse
effect on our business, cash flows, financial condition or results of operations. We are subject to income and non- income based
taxes in the U. S. and various jurisdictions outside the U. S. Our business and financial condition could be adversely affected by
changes in federal, state, local or international tax laws, changes in taxing jurisdictions’ administrative interpretations, decisions,
policies and positions, changes in accounting principles, applicability of withholding taxes, and changes to our business
operations. For example, U. S. legislation such as the Tax Act, the Coronavirus Aid, Relief, and Economic Security Act
(CARES Act), and the American Rescue Act, made significant changes to the corporate tax rate, the potential realization of net
deferred tax assets relating to our operations, taxation of foreign earnings, and deductibility of expenses, and could have a
material impact on our financial position or results of operations. Our ability to use net operating loss carryforwards and certain
tax assets to offset future taxable income or taxes may be subject to certain limitations. Our ability to use our federal and state
net operating losses (NOLs) and certain other tax attributes to offset potential future taxable income and related income taxes
that would otherwise be due is dependent upon our generation of future taxable income, and we cannot predict with certainty
when, or whether, we will generate sufficient taxable income to use all of our NOLs or other tax attributes. As of December 31,
2623-2024 , we had significant U. S. federal and state NOLs due to prior period losses. Under the Tax Cuts and Jobs Act (the
Tax Act), federal NOLs generated in tax years beginning on or after January 1, 2018 may be carried forward indefinitely, but the
utilization of such federal NOLs is limited to 80 % of current year taxable income. States vary in conformity to all or portions of
the Tax Act. The Tax Act did not have a material impact to our financial statements. In addition, under Section 382 of the
Internal Revenue Code of 1986, as amended (the Code), our ability to utilize these NOLs and other tax attributes, such as federal
tax credits, in any taxable year may be limited if we have experienced an “ ownership change ”. Generally, a Section 382
ownership change occurs if one or more stockholders or groups of stockholders who owns at least 5 % of a corporation’ s stock
increases its ownership by more than 50 percentage points over its lowest ownership percentage within a three- year testing
period. Similar rules may apply under state tax laws. We performed a Section 382 analysis of transactions in our stock through
December 31, 2823-2024 and concluded that we have experienced ownership changes since inception that we believe under
Section 382 of the Code will result in limitations on our ability to use certain pre- change NOLs and credits. In addition, we may
experience subsequent ownership changes as a result of future equity offerings or other changes in the ownership of our stock,
some of which are beyond our control. As a result, the amount of the NOLs and tax credit carryforwards presented in our
financial statements could be limited and, in the case of NOLs generated before January 1, 2018 may expire unused. Any such
material limitation or expiration of our NOLs may harm our future operating results by effectively increasing our future tax
obligations. Similar provisions of state tax law may also apply to limit the use of accumulated state tax attributes. Regulatory
changes, such as suspensions on the use of NOLs, or other unforeseen reasons, may cause our existing tax attributes to expire,
decrease in value or otherwise be unavailable to offset future income tax liabilities. Business disruptions could seriously harm
our future revenues and financial condition and increase our costs and expenses. Our operations could be subject to earthquakes,
power shortages, telecommunications failures, water shortages, floods, hurricanes, typhoons, fires, extreme weather conditions,
medical epidemics and other natural or man- made disasters or business interruptions, for which we are predominantly self-
insured. Two of our corporate locations are located in California, an area prone to earthquakes and fires. The occurrence of any
of these business disruptions could seriously harm our operations and financial condition and increase our costs and expenses.
We rely on third- party manufacturers to produce our product candidates. Our ability to obtain clinical supplies of product
candidates could be disrupted, if the operations of these suppliers are affected by a man- made or natural disaster or other
business interruption, including, for example, the COVID- 19 pandemic. The biopharmaceutical industry is subject to
extensive regulatory obligations and policies that are subject to significant and abrupt change, including due to judicial
challenges, election cycles, and resulting regulatory updaters and changes in policy priorities. On June 28, 2024, the U. S.
Supreme Court issued an opinion holding that courts reviewing agency action pursuant to the Administrative Procedure
Act (APA) “ must exercise their independent judgment ” and “ may not defer to an agency interpretation of the law
simply because a statute is ambiguous. ” The decision will have a significant impact on how lower courts evaluate
challenges to agency interpretations of law, including those by the HHS, CMS, FDA and other agencies with significant
oversight of the biopharmaceutical industry. The new framework is likely to increase both the frequency of such
challenges and their odds of success by eliminating one way in which the government previously prevailed in such cases.
As a result, significant regulatory policies will be subject to increased litigation and judicial scrutiny. In addition, federal
agency priorities, leadership, policies, rulemaking, communications, spending, and staffing may be significantly
impacted by election cycles. For example, the current U. S. presidential administration has committed to significantly
reduce government spending through cuts to federal healthcare programs and reductions in the workforces of key
government agencies, such as HHS, FDA, and CMS. Efforts by the current administration to limit federal agency
budgets or personnel may result in reductions to agency budgets, employees, and operations, which may lead to slower
response times and longer review periods, potentially affecting our ability to progress development of our product
candidates or obtain regulatory approval for our product candidates. Any resulting changes in regulation may result in
unexpected delays, increased costs, or other negative impacts on our business that are difficult to predict.



